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I, Joseph T Rannazzisi, certify that to the-best of my knowledge, the attached documents. , 
constitute a true and accurate copy of the mate rials and applicable regulations concerning thelJrng 

Enforcement Administration's decision to ,deny | 

for a permit to import 525,000 capsules of its synthetic dronabinol -£#> 



Signed on the 13 th day of June, 2006,at Headquarters, DmgEnforcement Administration^ 
Arlington; Virginia, 
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PROPOSED RULES 

DEPARTMENT OF JTJSTICE 

Drug Enforcement Administration 

JDEA-180P1 

-k 

21 CFR Parts 1308 and 1312 

Schedules of Controlled Substances: Rescheduling of Synthetic Dronabinol 

(MartinoX<*>; (-)-D*- (trans) -Tetrahydrocannabinol in Sesame oil and 
Encapsulated in Soft Gelatin Capsules) From Schedule II to Schedule III. 

Thursday , November 5, 1998 

*59751 AGENCY: Drug Enforcement Administration, Department of Justice* 

ACTION: Notice of proposed rulemaking. 

SUIW&RY! This proposed rule is issued by the Acting^ Deputy Administrator of the 
Drug Enforcement Administration (DEA)' to remove the Food and Drug Administration 

{FDA) approved drug product containing dronabinol [Marinol tR) ; {-)-* 9 
- (trans) -tetrahydrocannabinol in sesame oil and encapsulated in soft gelatin 
capsules] from Schedule XI and place it into Schedule III of the Controlled 
Substances Act (CSA) , This proposed action is based on an evaluation of the 
relevant data by the DEA and a recommendation from the Assistant Secretary for 
Health of the Department of Health and Human Services (DHHS) *59752 that the 

FDA-approved dronabinol product [Marinol***? (~) ~D P » (trans) -THC in sesame oil and 
encapsulated in soft gelatin capsules] be rescheduled from Schedule II to Schedule 
III. If finalized, this action will impose the regulatory controls and criminal 
sanctions of Schedule III on those who handle dronabinol and products containing 
dronabinol , 

DATES: Comments,, objections and requests for a hearing nmst be received on or 
before December 7, 1998. 

ADDRESSES: Comments , abjections and requests for a hearing should be submitted in 
guintuplicate to the Acting Deputy Administrator, Drug Enforcement Administration, 
Washington, DC, 20537; Attention; DEA Federal Register Representative/CCR* 

FOR FURTHER INFORMATION CONTACT: Frank Sapiensa, Chief, Drug and Chemical 
Evaluation Section, Drug Enforcement Administration, Washington, VC. 20537, 
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202-307-71B3. 

SUPPLEMENTARY INFORMATION: Dronabinol is the synthetic equivalent of the 

(-) -isomer of D 9 ~ (trans) -tetrahydrocannabinol [D 9 - (trans) -THC) , which is the major 
psychoactive component of Cannabis sativa L, (Marijuana). Dronabinol, under the 

trade name Marinol*** » was approved for marketing by the FDA on May 31, XB 35 for 
the treatment of nausea and vomiting associated with cancer chemotherapy. 

Dronabinol [Marinol* , (-) -D 9 - (trans J -THC in sesame oil and encapsulated in soft 
gelatin capsules), but not THC itself, was transferred from Schedule I to Schedule 

II of the CSA on May 13, 1986, in accordance with 21 U*S.C. 811(a) and the FDA 
approval of a new drug application for Marinol'* capsules . The rescheduling of 
Marinol*^ was based on a recommendation from the Assistant Secretary for Health 

which also stated that THC should remain in Schedule l- Marinol^'s indications 
were expanded on December 22, 1992 to include the treatment of anorexia associated 

with weight loss in patients with AIDS* 

On February 3, 19 95, UNIMED Pharmaceuticals, Inc. petitioned the Administrator of 
the DEA to reschedule dronabinol formulations from Schedule IX to Schedule Hi, 
This request involves only dronabinol [synthetic (») -D 9 ~ (trans) -THC] , specifically 

the product Marinol* R ' (dronabinol in sesame oil in a soft gelatin capsule) - 
prior to a review of the data in the petition, the DBA had to determine whether 
the rescheduling of dronabinol formulations to Schedule III was possible, in light 
of the control of THC in Schedule XI of the 1971 Convention on Psychotropic 
Substances. The DEA concluded that control of dronabinol formulations in Schedule 

III of the CSA was possible and would meet the requirements of Schedule II of the 
convention provided that THC remained in Schedule I or IX of the CSA and that 21 . 
CFR 1312*30 was amended to require import and export permits for international 
transactions involving dronabinol. 

On December 11, 1996, TJNTMED Pharmaceuticals, Inc. submitted a supplement to its 
petition to reschedule dronabinol formulations from Schedule XI to Schedule III* 

This supplement provided data regarding the pharmacokinetics of Marinol ^ , 
additional data about the chemistry of the product and studies regarding the 

actual abuse of the Marinol (R ' product. This information specifically addressed 
the criteria required to be considered under the CSA. 

On August 7, 1997, after gathering the necessary data, the DEA sent its review 
document and a letter to the Acting Assistant Secretary for Health, DHHS 
requesting a scientific and medical evaluation of the available data and a 
scheduling recommendation on dronabinol, as required by 21 U.S.C. 811(b) . 

On September 11, X99B, the Acting Assistant Secretary for Health sent to the DEA 

a letter recommending that dronabinol (Marinol tRj ; (-)~d 9 ~ (trans) -THC in sesame 
oil and encapsulated in soft gelatin capsules) be transferred from Schedule II to 
Schedule in of the CSA, Enclosed with the September 11, 1998 letter was a 
document prepared by the FDA entitled "Basis for the Recommendation for 

Rescheduling Marinol^ Capsules from Schedule II to Schedule III of the CSA. 1 ' In 
this document, the FDA defines the Marinol* K * product as "an FDA approved drug 
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product containing synthetically produced dranabinol dissolved in sesame oil and 
encapsulated in soft gelatin capsules (2-5 mg, 5 mg, and 10 mg per dosage unit." 
The document contained a review of the factors which th& CSA requires the 
Secretary to consider [21 U.S.C. 811(c);]. 

The factors considered by the Acting Assistant Secretary for Health and the DEA 
with respect to dronabinol were: 

ID Its actual or relative potential for abuse; 

(2) Scientific evidence of its pharmacological effect, if known; 

(3 J The abate of current scientific knowledge regarding the drug or other 
subs tance ; 

(4t) ItB history and current pattern of abuse; 

(5) The scope, duration , and significance of abuse/ 

(6) What, if any, risk there is to the public health; 

(7) Its psychic or physiological dependence liability; and 

(8) Whether the substance ia an immediate precursor of a substance already 
controlled under this subchapter. 

The pharmacological and behavioral effects of dronabinol are comparable to those 

of t> B - t £BC i marijuana and other active cannabinoids „ There are few scientific 

studies that directly evaluate the phaxmacologeutical and behavioral effects of 

the product Marinol tRJ to indicate that there are differences in its abuse 
liability compared to oral THC. Nevertheless, there is little evidence of actual 

abuse of Marinol ^ , despite modest annual increases in the total number of 
prescriptions written. Despite dronabinol's THC- like abuse liability, there are 
several factors that deter its actual abuse and trafficking- These factors 
include dronabinol's formulation in sesame oil, the improbability that the THC 
would be extracted from the product and abused by another route of administration, 

and its delayed onaet of effects. Although excessive use of Marinol * R * may result 
in the development of psychological dependence, there has been no evidence of such 
use. The scientific data reviewed to date and the minimal evidence of actual 
abuse and trafficking support the transfer of dronabinol to Schedule III of the 

Relying on the scientific and medical evaluation and the recommendation of the 
Assistant Secretary for Health in accordance with section 201(b) of the CSA {21 
TKS.C. Blltb)), and the independent review of the DEA, the Acting Deputy 
Administrator of the DEA r pursuant to sections 201 fa) and 201 lb) of the CSA (21 
U.S.C. Bll (a) and 811(b)), finds that: 
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(1) Based on information now available, dronabinol (Marinol* R ?) has a potential 
for abuse less than the drugs or other substances in Schedules I and II, 

(2) Marinol^ [ {-) -* 9 - (trans) -THC in sesame oil and encapsulated in soft gelatin 
capeulesi is an FDA approved drug product and has a currently accepted medical use 
in treatment in the United States; and 

(3) Abuse ox dronabinol [Marinol* R *; {-) -* 9 - (trans) -THC in seasame oil and 
encapsulated in soft gelatin capsules) may lead to moderate or low physical 

dependence or high psychological dependence. 

Based on these findings! the Acting Deputy Administrator of the DEA concludes 

that dronabinol [Marinol***; (- }~* 9 - (trans) -THC in sesame oil and 
encapsulated in soft gelatin capBulesJ +S9753 should be removed from Schedule 11 

and placed into Schedule III of the CSA. 

Special Provisions Regarding Import /Export Authorisation 

Dronabinol is internationally controlled in Schedule IX of the 1971 Convention on 
Psychotropic Substances f to which the United States is a party. Under the special 
obligation of the Convention, Article 12 defines provisions relating to 
international trade relative to Schedule II substances* Specifically, signatory 
countries are required to issue import /export permits/authorizations to import or 
export a Schedule II substance. Due to it's international control status, 
import/ export permits for dronabinol still will be required despite the proposed 
transfer of dronabinol to Schedule III of the CSA. 

In accordance with 21 CFR 1312.13(b) " Et]he Administrator may require that such 
non-narcotic controlled substances in Schedule III as he shall designate by 
regulation in §1312.30 of this part be imported only pursuant to the issuance of 
an import permit" (21 U.S.C. 9S2 (b) (2)), Similarly, the DEA could require export 
permits for Schedule III non-narcotic substances (21 CFR 1312,23 (b) and 21 U.S.C. 
953(e) (2)). 

Currently/ there are no Schedule III non-narcotic substances for which the 
Administrator reguires an import/export permit. However, in accordance with 21 
CFR 1312-30, this proposed designation of dronabinol as a Schedule III 
non-narcotic substance requiring an import/ export permit is necessary for the 
United States to remain in compliance with the Convention, 

Interested persons are invited to submit their comments , objections or requests 
for a hearing, in writing, with regard to this proposal > Requests for a hearing 
should state,, vith particularity, the issues concerning which the person desires 
to be heard. All correspondence regarding this matter should be submitted to the 
Acting Deputy Administrator, Drug Enforcement Administrator, Washington, DC 20537. 

Attention: DKA Federal Register Representative/CCR. In the event that comments, 
objections, or requests for a hearing raise one or more issues which the Acting 
Deputy Administrator finds warrant a hearing, the Acting Deputy Administrator 
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shall ofdEr a public hearing by notice in the Federal Register, summarizing the 
issues to be heard and setting the time for the hearing. 

In accordance with the provisions of the CSA (21 U.S.C. 811(a)), this action is a 
formal rulemaking "on the record after opportunity for a hearing." such 
proceedings are conducted pursuant to the provisions of 5 U.S.C. 556 and 557 and, 
as such, axe exempt from review by the Office of Management and Budget pursuant to 
Executive Order (E.o.) 12866, section 3(d)(1). The Acting Deputy Administrator, 
in accordance with the Regulatory Flexibility Act (5 U.S.C. 605(b)), has reviewed 
this proposed rule and by approving it certifies that it will not have a 
significant economic impact on a substantial number cf amall entities. Dronabinol 
products are prescription drugs used to treat nausea due to cancer chemotherapy 
and AIDS wasting* Handlers of dronabinol are likely to handle other controlled 
substances used to treat cancer or AIDS, which are already subject to the 
regulatory requirements of the CSA. Further, placement of dronabinol in schedule 
XII of the CSA will mean a significant decrease in the regulatory requirements for 
persons handling dronabinol products* 

This rule will not result in the expenditure by State, local and tribal 
governments, in the aggregate, or by the private sector, of $100,000,000 or more 
in any one year, and it will not significantly or uniquely affect small 
governments. Therefore, no actions were deemed necessary under provisions of the 
Unfunded Mandates Reform Act of 1995. 

This rule is not a major rule as defined by section B04 of the Small Business 
Regulatory Enforcement Fairness Act of 1996. This rule will not result in an 
annual effect on the economy of $100,000,000 or more? a major increase in costs or 
prices; or significant adverse effects on competition, employment, investment, 
productivity, innovation, or on the ability of United States based companies to 
compete with foreign baaed companies in domestic and export markets- 

This rule will not have substantial direct effects on the United States, on the 
relationship between the national government and the United States, or on the 
distribution of power and responsibilities among the various levels of government. 

Therefore, in accordance with E.O. 12612, it is determined that this rule, if 
finalized, will not have sufficient federalism implications to warrant the 
preparation of Federalism Assessment. 

List of Subjects 

21 CFR Part 13 08 

Administrative practice and procedure, Drug traffic control, Narcotics, 
Prescription drugs* 

21 CFR Part 1213 

Administrative practice and procedure, Drug traffic control, Exports, Imports, 
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Narcotics, Reporting requirements. 

Under the authority vested in the Attorney General by section 201(a) of the GBK [ 
21 U>S-C. 811(a)), and delegated to the Administrator of the DBA hy the Department 
of Justice regulations (28 CFR 0.100) and redelegated to the Deputy Administrator 
pursuant to 28 CFR 0*104, the Acting Deputy Administrator hereby proposes that 21 
CFR parts 1308 and 1312 be amended as follows; 

PART 1308— [AMENDED] 

1. The authority citation for 21 CFR part 1308 continues to read ae follows: 

Authority: 21 tf.S.C* 811, 812, 871(b) unless otherwise noted. 

21 CFR § 1308.12 

§1308.12 [Amended? 

21 CFR S 1308*12 

2* section 1308.12 is proposed to be amended by removing paragraph (f) (1) and 
redesignating the existing paragraph (f ) (2) ae (f ) (1) . 

21 CFR § 1308.13 

3. Section 130B*13 is proposed to be amended by adding a new paragraph (g) (1) 
to read as follows: 

21 CFR § 1308,13 

51308.13 Schedule III. 

***** 
(g) Hallucinogenic substances, 

(1) Dronabinol (synthetic) in sesame oil and encapsulated in a soft 
gelatin capsule in a U.S. Food and Drug Administration approved product 7363 

[Some other names for dronabinol; (GaR-trano) -6a, 7, 8,l0a-tetrahydro-6,6,9- 

trimethyl-3-pentyl- [6K-diben£otb,dJpyran~l-ol} or (~) -delta-S- (trans) - 
tetrahydrocannabinol] 

PART "1312- - [ATTENDED] 

21 CFR § 1312.30 
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1. Section 1312.30 ia propoeed to be amended by adding a new paragraph la) to 
read as follows : 

§1313*30 Schedule III, IV BXid V non- narcotic controlled substances requiring an 
import and export permit. 

***** 

{a J Dronabinol (synthetic) in aesame oil and encapsulated in a soft gelatin 
capsule in a U.S. Food and Drug Administration approved product. 

***** 
Dated: October 29, 1998. 

Donnie R. Marshall, 

Acting Deputy Administrator, Drug Enforcement Administration. 

[FR Doc. 9 B -29571 Filed 11-4-98 ; B:45 am] 

+ 

BILLING CODE 4410-09-M 
63 FR 59751-01, 199B \Hj 766555 (F.R. ) 

END OF DOCDMI2NT 
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RUTXiSS and REGUIiATIONS 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

21 CFR Parts 13 08, 1312 

[DEA-180F] 

Schedules of Controlled Subetancem: Rescheduling of the Food and Drug 

Administration Approved Product Containing Synthetic dronabinol [(~)-D 9 ~ 
(trans) -Tetrahydrocannabinol] in Sesame Oil and Encapsulated in Soft Gelatin 

Capsules From Schedule XX to Schedule III 

Friday, July 2, 1999 

*35328 AGENCY: Drug Enforcement Administration, Department of Justice . 

ACTION: Final rule, 

SUMMAHYs This is a final rule of the Deputy Administrator of the Drug Enforcement 
Administration (DEA) transferring a drug between schedules of the Controlled 
Substances Act (CSA) pursuant to 21 U.SX, 811, tfith the issuance of this final 
rule, the Deputy Administrator transfers from schedule XI to schedule III of the 

CSA the drug containing synthetic dronabinol [(»)-D 3 

- (trans) -tetrahydrocannabinol] in sesame oil and encapsulated in soft gelatin 
capsules in a product approved by the Food and Drug Administration (FDA) * This 
rule also designates this drug as a schedule III non-narcotic substance requiring 
an import /export permit* As a result of this rule, the regulatory controls and 
criminal sanctions of schedule III will be applicable to the manufacture, 
distribution, importation and exportation of this drug* 

EFFECTIVE DATE; July 2, 1999* 

FOR FURTSIER INFORMATION CONTACT: Frank Sapiensa, Chief, Drug and Chemical 
Evaluation Section, Drug Enforcement Administration, Washington, DC 20537, 202- 
307-7183. 

SUPPLEMENTARY INFORMATION: 

Background 
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Dronabinol is the United States Adopted Name (USAN) for the (-) -isomer of D 9 
"(trans) -tetrahydrocannabinol [(-)-D s ~ (trans) -OTC) , which is believed to be the 
major psychoactive component of Cannibas oativa L. {marijuana), on May 31, 19 85, 
FDA approved for marketing the product Mar inol-~ which contains synthetic 
dronabinol in sesame oil and encapsulated in soft gelatin capsules— for the 
treatment of nausea and vomiting associated with cancer chemotherapy. Following 
this FDA approval, DSA issued a final rule on May 13, 1986, transferring 
FDA- approved products of the same formulation as Marinol from schedule I to 
schedule XI of the CSA in accordance with 21 U*£.C. Bll(a). {For simplicity within 
this document, the term "Marinol 11 will be used hereafter to refer to Marinol and 
any other products, which may by approved by FDA in the future, that have the same 
formulation as Marinol.) The 1986 rescheduling of Marinol was based on a medical 
and scientific evaluation and scheduling recommendation from the Assistant 
Secretary for Health in accordance with 23. U.S*C. 811(b). The transfer of Marinol 
to schedule XI did not affect the CSA classification of pure dronabinol, which~-as 
a tetrahydrocannabinol with no currently ' accepted medical use in treatment in the 
United States- -remains a schedule I controlled substance* On December 22, 1992, 
FDA expanded Marinol 1 s indications to include the treatment of anorexia associated 
with weight loss in patients with AIDS. 

The Petition To .Reschedule Marinol ^ 

On February 3, 1995, DTSIMED Pharmaceuticals, Inc. petitioned the Administrator of 

DEA to transfer Marinol < R * from schedule II to schedule III. In response to this 
petition, and in view of supplemental information that UNIMED provided to DEA on 
December 11 , 1990, DEA had to determine whether this proposed rescheduling of 

Marinol tR) would comport with United States obligations under the Convention on 
Psychotropic Substances, 1971 (Psychotropic Convention). See 21 U.S-C. BIKdK 

Under the Psychotropic Convention, dronabinol and all dronabinol -containing 

products, such as Marinol * R) , are listed in schedule II . As a result, the United 
States is obligated under the Psychotropic Convention to impose certain 

restrictions on the export and import of Marinol tH) , D&A has concluded that, in 
order for the United States to continue to meet its obligations under the 
Psychotropic Convention, DEA will continue to require import and export permits 

for international transactions involving Marinol tHJ , even though Marinol tR) will 
be transferred to schedule III of the CSA* {As set forth below, to accomplish 
this, DEA 1b hereby amending 21 CFR 1312.30 to require import and export permits 
for international transactions involving Marinol w . ) 

After determining that Marinol tR) could be transferred to schedule III while 
maintaining the controls required by the Psychotropic Convention, and after 
gathering the necessary data, on August 7, 1997, DBA requested from the Acting 
Assistant Secretary for Health, Department of Health and Human Services (DHHS) , a 

scientific and medical evaluation, and recommendation, as to whether Marinol m 
should be rescheduled, in accordance with 21 D.S.C. 811(b). 

On September 11 f 1998, the Acting Assistant Secretary for Health sent to DEA a 
letter recommending that Marinol (R * be transferred from schedule II to schedule 
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III of the CSA. Enclosed with the September 11, 1998 , letter was a document 
prepared by the FDA entitled "Basis for the Recommendation for Rescheduling Marinol 

W 

Capsules from schedule II to schedule III of the Controlled Substances Act 

(CSA)." In this document , the FDA defines the Marinol w product as "an. 
FDA- approved drug product containing synthetically produced dronabinol dissolved 
in sesame oil and encapsulated in aoffc *3B929 gelatin capoulee (2,5 mg, 5 nig, and 
10 mg per dosage unit) > *' The document contained a review of the factors which the 
CSA requires the Secretary to consider, which are set forth in 21 U.S.C* 811(c). 

The Proposed Rule 

On November 7 , 199B, the then-Acting Deputy Administrator of DEA published a 
notice of proposed rule making in the Federal Register {63 FR 59751) , proposing to 

transfer Marinol (RJ from schedule II to schedule III of the CSA. The proposed 
rule was based on the MHS scientific and medical evaluation and scheduling 
recommendation and DEA's independent evaluation. Also under the proposed rule, 21 

CFR 1312, 3D would be amended to include Marinol tRj as a schedule III non-narcotic 
controlled substance specifically designated as requiring import and export 
permits pursuant to 21 U.S.C. 952(b)(2) and 953(e) (3). As discussed above, this 
proposed amendment to 21 CFR 1312.30 is necessary for the United States to 
continue to meet its obligations under the Psychotropic Convention. The notice of 
proposed rule provided an opportunity for all interested persons to submit their 
comment s, objections, or requests for hearing in writing to DEA on or before 
December 7, 1998. 

Comments From the Public 

DEA received comments regarding the proposed rule from ten persons* Nine of the 
commenters supported the proposed rule. One commenter objected to the proposed 

rule and requested a hearing thereon. The comments are briefly summarized below. 

The nine comment ers who . supported the proposed rule included organisations, 
physicians, and one individual- Eight of the nine comrnentere who supported the 

proposed rule expressed the opinion that Marinol™ is a safe and effective 
alternative to smoking marijuana for treatment of nausea and loss of appetite and 
has low abuse potential. 

One commenter who supported the proposed rule expressed the view that the 

rescheduling of Marinol * R * should not serve as a substitute for making marijuana 
legally available for medical use. This commenter stated that it supported the 

use of marijuana for medical purposes and, therefore, wished to emphasize that the 

proposed rule affected the CSA status of Marinol tRJ --not that of marijuana r which 
remains a schedule I controlled substance. 

The one commenter who objected to the proposed rule, and reouested a hearing 

thereon, asserted that Marinol ^ should not be transferred to schedule III unless 
and until marijuana and all other THC- containing drugs are simultaneously and 

likewise rescheduled. This commenter asserted that Marinol <*> has the same 
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potential for abuse as marijuana and all other THO containing drugs. This 

commenter agreed with the proposed rule that Marinol*** r s potential for abuse is 
lees than the "high potential for abuse 11 commensurate with schedules I and II of 

the CSA. Accordingly, this eanuber agreed that Marino! » should be transferred 
to a less restrictive schedule than schedule IX, However, this comment er disagreed 

with what would be the resultant status of Marinol (R * vie-al-vis marijuana and THC 
if the NPKM becomes final: Marinol w would be in schedule III while marijuana and 
THC would remain in schedule I, This commenter asserted that the CSA prohibited 

transferring Marinol * R * to a less restrictive schedule unless marijuana and all 
THC- containing druga are simultaneously transferred to the same schedule. DEA has 
determined that this commenter *s objections are based on a misinterpretation of 
the CSA, which can be addressed, as a matter of law, without conducting a 
fact-finding hearing* Accordingly,, as this commenter presented no material issues 
of fact, DEA denied this commenter* s request for a hearing. 

Findings 

Relying on the scientific and medical evaluation and scheduling recommendations 
of the Assistant Secretary for Health, and based on DEA's independent review 
thereof, the Deputy Administrator of the DEA, pursuant to 21 U,S,C, 611(a) and 
811(b) , finds that: 

(1) Based on information now available, Marinol fR * has a potential for abuse lees 
than the drugs or other substances in schedules 1 and II, 

(2) Marinol * R ' is a FDA- approved drug product and has a currently accepted 

medical use in treatment in the United States; and 

(3) Abuse of Marinol {R * may lead to moderate of low physical dependence or high 
psychological dependence , 

Rescheduling Action 

Based on the above, findings, the Deputy Administrator of the DHA concludes that 

Marinol w should be transferred from schedule IX to schedule III. Schedule III 
regulations will, among other things, allow five prescription refills in six 
months and lessen record keeping requirements and distribution restrictions* The 

schedule XXI control of Marinol ^ will become effective July 2, 1S99, except that 
certain regulatory provisions governing registrants who handle Marinol will take 
effect as indicated below. In the event that the regulations impose special 
hardships on the registrants, the DEA will entertain any justified request for an 

extension of time to comply with the schedule III regulations regarding Marinol m 
. The applicable regulations are as follows, 

l. Registration. Any person who manufactures, distributes, dispenses t imports or 
exports Marinol ( *> or who engages in research or conducts instructional activities 
with Marinol tR) , or who proposes to engage in such activities, must be registered 
to conduct such activities in accordance with part 1301 of Title 21 of the Code of 

* 2006 Thomson/^est. Wo Claim to Orig. U.S. Govt. Works. 
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Federal Regulations. 

2, Security. Marinol* R * muBt be manufactured, distributed and stored in 
accordance with §51301,71, 1301.72(b), (c) , and id) t 1301.73, 1301,74, 1301.75(b) 
and (c) and 13 01*76 of Title 21 of the Code of Federal Regulations. 

3» Labeling and Packaging* All commercial containers of Marinol* R) , which are 
packaged on or after January 3, 2000 must have the appropriate Schedule III 
labeling as required lyy §§1302.03-1302.07 of Title 21 of the Code of Federal 

Regulations ♦ Commercial containers of Marinol^' packaged before January 3, 2000. 

After April 3, 2000, all commercial containers of Marinol must bear the CIXI 
labels as specified in §§ 13 02. 03 -13 02. 07 of Title 21 of the Code of Federal 

Regulations . 

4. Inventory, Registrants possessing Nlarinol^ are required to take 
inventories pursuant to §§1304*03, 1304,04 and 1304.11 of Title 21 of the Code of 
Federal Regulations. 

5. Records- All registrants must keep records pursuant to §§1304,03, 1304.04 
and 1304.21-1304.23 of Title 21 of the Code of Federal Regulations. 

i 

6. Prescriptions. All prescriptions for Marinol^ J are to be issued pursuant to § 
S 13 06, 03 -13 00.06 and 1306,21-1306.26 of Title 21 of the Code of Federal Regulations 

All prescriptions for Marinol™ issued on or after July 2, 1999, if authorized 
for refilling, shall as of that date be limited to five refills and shall not be 
refilled after January 2, 2000. 

7. importation and Exportation. Due to its international control status, import 
and amort permits for Marinol* R * will be required in accordance with 21 CFR 
131230. Ml importation and exportation o£ Marinol™ shall be in compliance 
with part 1312 of Title 21 of the CFR* 

8* Criminal liability, any activity with Marinol^ not authorized by, or in 
violation of, the CSA or the Controlled *35930 Substances Import and Export Act 

shall continue to be unlawful. 

In accordance with the provisions of the CSA (21 U.S.C. 811(a)), this action is a 
formal rule making "on the record after opportunity for a hearing." Such 
proceedings are conducted pursuant to the provisions of 5 U.S.C. 556 and 557 and, 
as such, are exempt from review hy the Office of Management and Budget pursuant to 
Executive Order (E*0.) 12866, section 3(d)(1). The Deputy Administrator, in 
accordance with the Regulatory Flexibility Act (5 XKS.C. 60S(b)), has reviewed 
thiB final rule and hy approving it certifies that it will not have a significant 

economic impact on a substantial number of small entities. Marinol™ is a 
prescription drug used to treat nausea due to cancer chemotherapy and ADDS 

wasting. Handlers of Marinol* R * are likely to handle other controlled substances 
used to treat cancer or AIDS which are already subject to the regulatory 

requirements of the CSA. Further, placement of Marinol* R * in schedule III of the 

* 2006 Thomson/West . No Claim to Orig* IKS, Govt. Works. 
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CSA will mean a signif leant decrease in the regulatory requirements for persons 
handling Marinol tRj . 

This rule will not result in the expenditure by State , local and tribal 
governments, in the aggregate, or by the private ssctor, of $100,000,000 or more 
in any one year, and it will not significantly or uniquely affect email 
governments. Therefore, no actions were deemed necessary under provisions of the 
Unfunded Mandates Reform Act of 1395. 

This rule is not a major rule as defined by section 804 of the Small Business 
Regulatory Enforcement Fairness Act of 1996 , This rule will not result in an 
annual effect on the economy of $100 r 0OO r 00O ox more; a major increase in coats or 
prices; or significant adverse effects on competition, employment, investment, 
productivity, innovation, or on the ability of United States -based companies to 
compete with foreign-based companies in domestic and export markets* 

This rule will not have substantial direct effects on the States, on the 
relationship between the national government and the states, or on the 
distribution of power and responsibilities among the various levels of government. 

Therefore, in accordance with H-O. 12612, it is determined that this nxle r if 
finalized, will not have sufficient federalism implications to warrant the 
preparation of a Federalism Assessment. 

List of Subjects 

21 CPU Part 13 oa 

Administrative practice and procedure, Drug traffic control, Narcotics, 
Prescription drugs. 

21 CTR Part 1312 

Administrative practice and procedure, Drug traffic control, Exports, Imports, 

Narcotics , Report ing requ irement s . 

w 

Under the authority vested in the Attorney General by section 201(a) of the CSA ( 
21 O.S.C. 811(a)) , and delegated to the Administrator of the DEA by the Department 
of Justice regulations (28 CFR 0*100) and redelegated to the Deputy Administrator 
pursuant to 2 8 CFR 0.104, the Deputy Administrator hereby amends 21 CFR parts 1308 
and 1312 as follows; 

PART 1308— [RMEHDEDl 
1. The authority citation for 21 CFR part 1308 continues to read as follows; 
Authority; £1 U.S-C. 811, B12, 871(b) unless otherwise noted* 

21 CFR § 1308,12 
Q 2006 Thomson/West* No Claim to Orig. U-S. Govt. Works, 
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§1308.12 [Amended] 

21 CFR S 1308.12 

2. Section 1308-12 is amended by removing paragraph (f ) (1) and redesignating the 
existing paragraph (f)(2) as (f)(1)* 

21 CFR § 1308*13 
3* Section 1308-13 is amended by adding a new paragraph (g) to read as follows: 

21 CFR § 1308.13 

+ 

§1308.13 Schedule IIX. 

******* 
(g) Hallucinogenic substances. 

(1) Dronabinol (synthetic) in sesame oil and encapsulated in a soft gelatin 
capsule in a U.S, Food and Drug Administration approved produc,t--7369* 

[Some other names for dronabinol: (6aft-trans) -6a, 7, B,10a~tetrahydro~6,6, 9- 
trimethyl-3-pentyl~6H-dibenzo [b,d]pyxan-l-ol] or (-) -delta~9- (trans) - 
t e t rahy drocannab inol ] 

(2) ^Reserved) 
PART 1312— t AMENDED] 

1, The authority citation for part 1312 continues to read as follows: 
Authority: 21 U.S. C. 952, 953, 954, 957, 958. 

21 CFR. § 1312.30 

2. Section 1312-30 is amended by adding a new paragraph (a) and reserving 
paragraph (b) to read as follows: 

21 CFR § 1312*30 

51312.30 Schedule in, XV and V non-narcotic controlled substances requiring an 
import and export permit, 

***** 

(a) Dronabinol (eynthefcic) in sesame oil and encapsulated in a soft gelatin 
capsule in a U.S. Pood and Drug Administration approved product. 

c 20D5 Thorns on/ Wes t . Ho Claim to Orig, U.S. Govt. Works* 
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(b) [Reeervedl 

Dated: June 28 , 1999. 
Donnie R* Marshall, 

Deputy Administrator, Drug Enforaemenb Administration. 
[FR Doc. 99-16833 Filed 7-1-99; 8:45 am] 
BILLING CODE 4410-Q9-M 

£4 FR 35928-01, 1999 WL 445863 (F.R.) 
EttD OF DOCUMENT 
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used for the compaction or molding- of 
powdered or granular solids, or eoinl- 
soEd material, to produce coherent 
solid tablBts. 

(Si) Thb term ordinary over-the- 
counter paeudoepliBdrhiB or phenyl- 
propanolamine product means my 
product containing- paBudosphedrlne or 
phenylpropanolamine that is— 

(i> Emulated pursuant; to the Act; 
and 

(il>(A} Exaepfc for liQttids, sold in 
package sizes o;T not more than 3,0 
grams of pseudoBpnBdrlne base or 3*0 
grama of phenylpropanolamine base* 
and that la paokajred in blister packs, 
each blister containing not more than 
two -dosage units* or where the use ot 
WBk&t packs 1b freahnloally inieaslble. 
that la packaged in unit dose packets 
or pouches, and 

CB) For liquids, sold in paokage sisaa 
of not more than 3,0 grams oX 
psBudosphedrine basa cr 3.0 grams of 
phenylpropanolamine oase. 

C32) The term combination ephaWne 
product means a drag product con- 
taining ephedrlna or its salts, optical 
isomers, or salts of optical isomers, 
and therapeutically Bignt&csat quan- 
titles of another active medicinal la- 
Eredient, 

(S3) The term drug product means an 
active ingredient in dosage form that 
has been approved or otherwise may he 
lawfully marketed under the Food, 
Drug, said Cosmetic Mt for distribu- 
tion in the United States. 

(34) The term valid, prescription means 
a prescription that la issued for a le- 
gitimate msdlc&l propose by an indi- 
vidual practitioner licensed hy law to 
administer and prescribe the drugs con- 
cerned and acting In She usual coarse 
of the practiUoner'B professional prac- 

tioe. 

053 FE 139&, fcfor. 24, 1D97{ 82 m 1B392, Apr. 
1, B37; ff7 ER l^figs, Mar. 28, 2002, as amended 
at 59 TO 232fiS, May X, 2TO; BE ff& B7BB3, Dob. 
?»2003J 

PART 1301 -REGISTRATION OF 
MANUFACTURERS, DISTRIBUTORS, 
AND DISPENSERS OF CON- 
TROU£D SUBSTANCES 

Sao, 

18D1.01 Scope of this part X30JU 



Pi, UQ1 

IHOLtfi PaliBitiom 

1331*03 Information EpaDiaJ inntractiana* 

BBOIBmiTIOtf 

X30U1 FertHMxeqn^u to restate. 
130U2 Separate rfliriafcrationB for aoparate 
looatlona. 

13D1J8 Application for rBshrfcratton; time 
for application; expiration date; registra- 
tion for independent aotivittea; applica- 
tion forms, iees, contents and Biguatore; 
ophioidant aofctvitia&. 

1SQL14 MUng o£ application; aooeptanco for 
filing detective apjOloatloiis, 

1BOU0 Additional aiioimafcicBL * 

1S0UJJ Amentassnta to and withdrawal of 
applications. 

180U2 special procedures for oarfcatn appli- 
cations. 

lBOLlfl BfiEearah protocol*. 

bstokptons to krasraancH Aim Pkbb 

3SOUU Exception iromfoaa, 

1S0UBZ Exemption ot a&enfca and employees; 

afflliafcod practitioners. 
1BQL23 E&emptian of oortato miUtary and 

other personnel, 
U30L24 EraopUon of law enforcement offi- 

oialo* 
1BQL25 KogiEtration ragBrdhi^ ocean vbb- 

ddIb, alraraft, and other entities. 
130L3A Bxsmptlona from Import or export 

njaalramenfej for pDroonal modioal nae, 

Adttok oh Apwjoauoh K>aBsxaxemra)N: 
BBvoci^toN oa sus^enbiow op BsaismmcH 

13DLS1 AdnuhiBtaitive review eenerallyt 
13llt33 Aofcion on applications, for reeeBxch 

in 3tihsdnlo J auo^tanoea. 
1B03-3S Application for balk manntaotorB of 

Sanednls I and II sobstanoes* 
3S0L84 Amplication for ImportatiDji of 

Sohottole I and H mibBtaooea * 
1501.S6 OftrtiHoato of regiBtrationj denial of 

rs^iatraUon, 
1SOL36 Snspansion or revocation ofregiutrtt- 

tdon; suBponaion of re&teation pandingr 

final order; exfcanaicn of xugiatratioB 

pandinfir final ordnr, 
X3&157 Order to ahow oanaa. 

BBAEJNaS 

1S0L41 Hisaxiug^ HanBrally. 

1801.42 JPnrpofie of haarin^. 

1301.43 Eeaneab for hosain^ or appaaranoej 
waiver. 

1501*44 BurdonofprooL 

1301.45 Time and place of hearing, 

1S&L4B Final order. 

1S0LEI ModiUoation In registration- 
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J3Q1^2 Tannhmtltm of rogiafcration; transfer 
of reffUitxatloii; distribution upon <na- 
oonidBUBjaoa of business. 

1301,71 Security requirements generally, 

1501,73 Physical BBOudty controls for non- 
p^&atltionera , , narcotic treatment pro- 
grams a»d compounders lor narcotic 
traatmanfc progtosur, storage sxsas, 

1SQ1,7S Physical ^ourlty control* for »on~ 
practitioners; oompwanttsrs for imxootto 
treatment ptoffrmnsi mnnuaiotnrlnff and 
fcompoandtaag axons. 

2SKL74 Othar Buourity controls for non- 
praotitianBr&; noraotlo treatment pro- 
grams end. compounders for naroaUa 
treatment programs. 

130L7& Physical sBouritoy controls for prac- 
titioners, 

IBQl.ttJ Other ssourlfcy oontrols for praoti- 
titmers. 

1301,7V Bsourlty controls for freight far* 
w&rding taailities. 

B&ipLoras SaBsamWG—NoN'PEAfKnmDitEBfl 

1&GLB0 Bn^oyeaBorsBnmg procedures, 
1BQ1.S1 B&nployso responsibility fco report 

drag aivsraion, 
13&*82 micdt ootlvlldBn by employees. 
2SD&J3 Sources of information for employes 

ohsolm, 

AUTHOROT: 21 TLB,0. B21, B22, 823, 83i 
BTKb), TO. m, SSI, 962, CBS, BBfl, fctf. 

BotfBOBi; 88 FB 7778* Apr* 24, UB71, unless 
otorwiBe noted, Eedsalgoated at SB P& SfiOT, 
Sapt 33, 1S7B. 

GMKEAL IHFOBMATIOH 

5 1301*01 Scope of this part 1$01. 

Procedures governing the register 
tion of xnanuJEaoturers, distributors, 
dlBpBBBBiBt importers* and exporters of 
controlled substances pursuant to sec- 
tions 3G1-804 said 1007-1003 of the Act (21 
U.&G. B21-824 and 957-968) axe set forth 
generally* by those sections and specifi- 
cally by the sections of this port. 

[62 WR 13942, Mar. fld, 1G07] 

§1301.03 PojBnititm^ 

Axy term used in this part shall have 
the definition set forth la section IGfc of 
the Act (31 1XS.O. 8D2> or part 1300 of 
this chapter, 

163 FK IBM, Max, 2*, 13571 
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51301.03 Xnforraatiop; special instruct 
&£ons» 

Information regarding procedures 
trndor these rules and instructione 
supplementing these rules will bo fur- 
-Dished upon requests by -writing to the 
Registration Unit, Brug Enforcement 
Adminiateratioii 1 Department of Jus- 
tice, Post Office 3 ox 2B083, Central Sta- 
tion, Washington, DO 2G005. 

{86 PB 'ms, Apr. 34, 1OT. Uadealenated at 8a 
PR 2fM, Bept, SS, IfilS, and amendBd at Bl 
B^E 6US, Feo. IB, lBeO} 

BE&IBTBA^OK 

§ 1301,11 PersonH teftoiired to register* 

(a) &ery person who naannfactnires, 
distributee, diepenaes* imports, or ex- 
ports any controlled sohstanoe or who 
proposes to engage In the moim&atafi, 
disferihutioii^ diBpsiiBing* importation 
or exportation of any controlled enh- 
etanue shall obtain a reglatratapn un- 
Xesa sxemp^Bd by law or pursuant to 
§§iaoiJ23-l301J3fl. Only persons actually 
engaged in ouch. aotivitieB are required 
to obtain a registration; related or at- 
dilated persons who are not engaged in 
such aotivltieB are not required to be 
registered. (For example, a stockholder 
or parent aor^oration of a corporation 
manufaotoring controlled substances is 
not required to obtain a registration.) 

(b) tEeserredl 

im&R 33545, Max. #!, 1997] 

§1$0GLX2 Separate - regieirationH far 
separata locations, 

(a) A separate registration is re- 
quired jtor eadh principal place of bus!" 
nesa or professional practice at one 
general physical location where con* 
trolled substances axe manufactured, 
distributed* imported, exported, or difi- 
paneed by a person, 

(b) ThB following locations ahall be 
deemed not to be plaoee vfli®c& con- 
trolled substauosB axe mannfaotured* 
distributed, or dispensed: 

CD A warehouse where controlled 
substances axe stored by or on behalf of 
a registered parson, unle&a snob/ sub- 
stances arc distributed direotly from 
suah warehouBe to r&giBteired locations 
other than the roglstersd location irom 
which the snbstanoeB were delivered or 
to persons not required to register by 
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virtue of subsection 802(d)(2) or sub- 
section lJQ07(b)Cl)(B) of the Act (21 
U.B*C, 822(c)(2) or 957(b)(1)(B)); ' 

(2) An office used by agente of a reg- 
istrant where solas of controlled sub- 
Btanoea are solicited, made, or super- 
vised but which neither contains suoh 
substances (other than substances for 
display purposes or lawful distribution 
aa samples only) nor serves aa a* dis- 
tribution point for filling sales orders; 
and 

(3) An offioe used by a practitioner 
(wbo is registered at another location) 
where oontrolled substances are pra- 
scribed bat neither administered nor 
otherwise dispensed as a regular part of 
the professional practice of the grocfci- 
tioner at such office, and where no sup- 
plies of controlled substances are 
fflRitntsainad, 

(4) A freight forwarding facility, as 
defined in §1300.01 of this part, provided 
that the distributing* registrant oper- 
ating the facility lias submitted writ- 
ten notice of Intent to operate the fa- 
cility by registered mail, return re- 
ceipt requested {or other suitable 
means of documented delivery) and 
snob notice has been approved* Th& no- 
tice shall he submitted to the Special 
Agent ixk Charge of the Administra- 
tion's o£acas i^ both the area in which 
the lability is located and each area in 
which, the distributing registrant jnain- 
taiiiB a registered location that will 
transfer oontrolled substances through, 
the facility. Ehe notice shall detail the 
registered locations that will utilise 
the facility, the location of the facil- 
ity, the hours of operation, the iudi- 
Tidual(B) responsible for the controlled 
substances, the security and record- 
keeping procedures that will be em- 
ployed, and whether controlled sub- 
stances returns will be processed 
through the facility, ¥h& notice must 
also ' detail what state licensing re- 
quirements apply to the facility and 
the registrants actions to comply with 
any snob requirements* ^Ehe Speoial 
Agent in Charge of the DBA Office in 
the area where the freight forwarding 
iacftity will be operated will provide 
written notice of approval or dis- 
approval to the person within thirty 
flays after confirmed receipt of the no- 
tice . Bsgistrants that arc currently op- 
erating freight forwarding facilities 



§130U3 

under a memorandum of understanding 
with the Administration must provide 
notice as required by this section no 
later than September 18, 2000 and re- 
ceive written approval from the Spe- 
cial Agent In Charge of the DBA Office 
in the area in which the freight for- 
warding facility is operated in order tc 
continue operation of the facility* 

m m 13ME, Mar. 24, 1997, aa amendsd at 6S 
PR 4457S. July IB, 2000; 65 ffE 45B29, July 26, 
2000} 

§2801*13 Application for registration^ 
time for application; expiration 
date; registration for Independent 
activities; application forms, fees, 
contents mil signature; coincident 
activities* 

'(a) Any person who is required to be 
registered and who is not so registered 
may apply for registration at* any time. 
No person recurred to be registered 
shall engage in any activity for which 
registration is required until the appli- 
cation for registration is granted and a 
Certt&cate of Begistration is issued by 
the Administrator to such, person. 

(b) Any person who is registered may 
apply to be reregistered not more than 
00 days before the erpiratian date of 
his/her registration, except that a bulk 
manufacturer of Schedule I or It con- 
trolled BubBtancea or an importer of 
Schedule X or U controlled substances 
may apply to be reregistered no more 
than 120 days before the expiration 
date of their registration* 

(c> At the thne a manufacturer, dis- 
tributor, reverse distributor, re- 
searcher, analytical lab, importer, ex- 
porter or narcotic treatment program 
is first registered, that business activ- 
ity shall be assigned to one of twelve 
groups, wbich. shall correspond to the 
months of the year. The expiration 
date of the registrations of all reg- 
istrants within any group will bs the 
last date of the month designated for 
that group* In assigning any of these 
business activities to a group, tbs Ad- 
ministration may select a group the 
expiration date of which is less than 
one year from the date such business 
activity was registered. If the business 
activity is assigned to a group which 
has an expiration datB less than three 
months from the date of which the 
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§1301.13 

otminatjs activity is registered, the reg~ 
lirtration abtsJ] no* empire until one 
year from that expiration date; in all 
other cases* tine registration aha!! ex- 
pire on the expiration data following 
the date on which the business activity 
1b registered. 

(d) At the time a retail pharmacy, 
hospital/clinic, practitioner or teach- 
ing: institution Is Erst registered, that 
business activity shall ha assigned to 
one of twelve groups, which anall cor- 
respond to the months of the year. The 
expiration- date of the registrations of 
an registrants 'within any grotm will ha 
the last day of the month designated 
£or that group. In assigning any of the 
above business activities to a group, 
the Administration may select a group 
the expiration date of which is not lees 
than 28 months nor more than 39 
months from the date auch business ac- 
tivity was rsgisterea. After tie initial 
registration period, the registration . 
shall, eaarire 38 months from the initial 
expiration date. 

(e) Any person who Is repaired to be 
registsjrsd and who is not bo registered, 
shall mafce application for registration 
for one of the following groups of con- 
trolled substances activities, which are 
deemed to be independent of each 
other. Application for each registration 
shall be made on the indicated form* 
and shall be accompanied by the indi- 
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cated fee, Fee payments shall be made 
In the form, of a personal, certified, or 
cashier's check or money order made 
payable to the "Brag; &nforoams&t Ad- 
ministration*'. The application fees are- 
not refundable. Any person, when reg- 
istered to engage in the activities de- 
scribed in eaoh subparagraph In this 
paragraph, ahall be authorised to en- 
gage in the coincident activities de- 
scribed wilihoufc obtaining a registra- 
tion to engage in such coincident ac- 
tivities, provided that, unless speoift- 
oally exempted, "he/ahe compiles with 
all requirements and duties prescribed 
by law for persons registered to engage 
in auoh coincident activities, Any per- 
son who engages in more than ( one 
group of Independent atfAvifciro shall 
obtain a separate registration for each 
group of activities* except as provided 
in this paragraph under coincident ac- 
tivities, A single registration to engage 
in &xxy group of independent activities 
Hated below may Include one or more 
controlled substances listed in the 
schedules authorised in that group of 
independent activities, A person reg- 
istered to conduct research with pon- 
trolled substances listed in Schedule I 
may conduct research with any aub~ 
stances listed in Schedule I for which 
he/ahe has filed and had approved a re- 
search prctcool. 

a) 








DEA application 
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S13QU3 



Btetnasc activity 



GonfcoHad eutusknceu 



M BlGjxmstoo *v 
Isu&udfoQ (in- 
cUidas Pmstf* 
Uoner, HaspliaV I 

tmi m Ptamacy, 

Toashfog matter 

tfott} 



IIMni H 



Sch=odii!(js ?|-V 



DEA application 
farms 






Appflca* 
ttafifuo 



ttonpo- 
rfad 



Cotoddon! cuUvtiJoc allowed 



200 
520 



' Wl h llfcii 



■"******«*****♦♦»»» 



{v) Haaparth 



ScheduJa I 



Rtnawtrf-4J2Sji 



130 
1B0 



tvO RoGOfljrsb 



GdiBtJulos lt_V 



Bona wbJ— 225* 



130 
130 



Wont Projjnmi fin- 
(vll) Importing 



<ty Sporting 



Natooffc Drug; b 
Schedule It-v 



Sehoduian J-V 



Schedul&a KV 



Now-sea 

fiaflownl agsa 



Naw--22s 

Runawal~225a 



Bon(wat-^£2£a 



130 
120 



813 [ 
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013 
013 



1 
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3 May conduct reaoarch and Joetruo- 
tonal ficUvltlim with that* aUb* 
*k**«F tor which ntnfet^Jlon wmo 
gmrtjd, except ihaj fl mltMovol 
pra^Donor may conjud euch m* 
uaamh only to the wtenl uxpmsnto 
authorfajd uruW ttaio cjoitfla, A 
Phamiadnt may manufactura an 
abacus cr cbaotooufl uolution or 
soBd dofl flfi fl fomi conJaJnlnii a nar- 
*™ amtmtod aiAstanoo fat 

^t.^H apro POilionn5 
owioadlng ao% f uta comma *> 
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(s pharmacy flcUvCJwt 

A S^& f m^roaJuaadum or im- 
port ihE hade ciasa tri EtiiwtancB or 
euhalancac for whHi raotfltrdJon 
mx fcguad, prwidad that autfc 
manufacture or Import b ed forth w 

laoi.iB and to distribute audi 
™^5 Pomona ractntemd 0f a^. 
tftartei to conduct maeon* with 
aueh daac cf cubito* or ro*- 
gonad or tutthaiteed ( D eonaud 
«tomfcal analyse whh owrfmltod 
uitootuneos, 

1 May conduct etutmtatf imabrcb wtth 
cojrtmliad autwtturcaa h Ihoaa 
**■**■ for which notation 
wra tamd; manufactum auch tub* 
«aj»a a and to fa ojj^ ftB , 
*™ mamrfadwo b jmi roitir hi a 

wr^gjrajon or tomfilataUon and 
prwWed thai tha manuftuiim la 
£»fcf trm.ptirpom oJ cfacaj^ 
»«n devBtopmant; import awoh 
«™ancee for roaaareh pufpoBaa; 
tfiatrihulo tma auhaianote (Vpor- 
uonB roo^temd or DUthoilzftd to 
conduct ctafcKJ anaiyab, inairtw- 
™ adJvniea or rasaamri Yrtlh 
cut* Buhslancw, and to pareona 
examptod msm roybtmtlon ptmso* 
ent to Sotftan 1301.24; end con* 
W InGtruclbiwl adivjtfus wtlh con- 
troDod otibdancoa. 
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Busirmtx mtolty Conlrojted juutelcneofi 



(k) Ghomteal Anal- 
ysis 



Sdiadulos t-V 



DBA app&aUon 

fOflTSi 



Now— £25 



(2) DBA Forms 224, 226, and 3B9 may 
be obtained at Buy area ofdoe of the 
Administration or by writing to the 
Eegistratlon Unit, Drug Iforforcement 
AdmlnlHtiratioB* Department of Jus- 
tice, Post 0£Oae Box 28083, Central Sta- 
tion, Washington, BO 200Q5. 

(8) DBA Forms 234a, 226a # and 563a 
will be mailed, as applicable, to each 
registered person approximately 60 
days before the expiration date of his/ 
her registration; if any registered per- 
son does nob receive such forme within 
4b days beiore the expiration date of 
MBlher registration, ha/abe must 
promptly give notice of such feet and 
request such, forms by writing to the 
Eegistration Unit of the Administra- 
tion at the foregoing address* 

(f) Bach application for registration 
to handle any basic claea of controlled 
eubatanca listed in Schedule I (except 
to conduct chemical analysis with such 
classes), and each application for reg- 
istration to manufacture a basic class 
of controlled substance listed in Sched- 
ule H shall include the Administration 
Controlled Substances Cods Humbsr, as 
set forth in part 1308 of this chapter, 
for each bade class to be covered by 
sudh registration. 

(g) Sadh application for registration 
to import or export controlled sub- 
stances shall include the Administra- 
tion Controlled Substances Code Num- 
ber, as set forth in 'part 1308 of this 
chapter, for each controlled substance 
whose importation or exportation ia to 
be authorised by such registration. 



Appite- 
lam foQ 



13D 
130 



jiad 
fraoni} 



ill |, W¥rt j. 



I I i ■■ Hi Hi Hi m ii,mIA% 



Cotodttent adlviUofl eJlowod 



i H n iitiirHiH u liHilHilii 



May mwulectuft) *md tmpott coo- 
tntfnd utitwiancwj tor analytical or 
ttui/udional td&^Hoe; may tits* 
fctotite wch iKUbEtoriDee to pumom* 
WDtntsmd or BuJJtorticrf to condttf 
chiamfettJ -enoJyria, fnsfcusijsnal no- 
&Mm, <sr mfieoxth wi8t euch cub* 
atancaJB and to peroena axompted 
from jsgteimiion puimsmj fo etc 
lion 1301*24; nay axpori such cub- 
ataneaas to persors to alhor courh 
trtaa paifofmtng chsirtlca! anafssk 
or artetofl tetes ratal b tor* 
Imied mibdartcw or drugs fri \hm& 
ctnmtfJw: end may conduct bsW 
Uimal actfvitfu wfth contro&ocj 6ub* 
eiansra* 



" *** " *i* ■'■ 



Begistratton as an importer .or ex* 
porter shall not entitle a registrant to 
import or export any controlled sub- 
stance not -specified in such registra- 
tion* 

(h) Bach application for registration 
to conduct research with any basic 
class of controlled substance listed in 
Schedule H shall include the Adminis- 
tration Controlled Substances Code 
Humoer, as set forth la part 1308 of this 
chapter, for each such basic olasa to be 
mautxf&oturea or imported as a coinci- 
dent activity of that registration. A 
statement listing the quantity of each 
such basic class of controlled substance 
to be imported or manufactured, during 
the registration period for which appli- 
cation is being made shall be included 
with each such application. For pur- 
poses of this paragraph only t manuiac- 
turing ia defined as the production of a 
controlled substance W synthaais, ex- 
traction or jby a^rioulturalihorti- 
cultural means, 

(i) Each applia&tion shall include all 
information called for in the form, un- 
less iflxe item Is not applicable, in 
whioh case this fact shall be indicated. 

(j) Bach application, attachment, or 
other document filed as part of an ap- 
plication, shall bs signed by the appli- 
cant, if an individual; Iry a partner of 
the applicant, if a partnership; or by an 
offtoar of the applicant, if a corpora- 
tion, corporate division, association, 
trust or other entity* An applicant may 
authorise one or more individuals, who 
would rxot oliherwise be authorized to 
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do so! to sign applications for the ap- 
plicant by filing with the Registration 
Unit of the Administration a power of 
attorney for each, such individual* The 
power of attorney shall be signed by a 
person who is authorised to sign appli- 
cations under this paragraph and shall 
contain the signature of the individual 
being authorised to sign applications,- 
The power of attorney shall be valid 
until revoked by the applicant. 

[62 m 28838, M&z* 2*» 28S7, on tuntm&vX at 68 
FE 37400, Juno 34, 2G03; 60 ff& 41233, July U. 
2003; 69 3ft GB69B, Oofe. ID, 2003] 

§1301*14 Filing of application; . accept- 
ance for fBiaig; ifefiectivB applies 
tjorts* 

(a) AH applications for registration 
shall be submitted for Sling to the 
Registration Unit, Drug Bnforoement 
AdioiniBtralaon, Department of .Jus- 
tice, J>ost Office Box 3B0BS. Central Sta- 
tion, Washington, DO 20005* The appro- 
jEEifite registration jfee and any required 
attachments must accompany the ap- 
plication, 

(b) Any person required to obtain 
more than one registration may submit 
all applications in one paolsage* BSatih 
application must be complete and 
should not refer to any accompanying, 
application for required information* 

(o) Applications submitted for filing 
are dated upon receipt. U found to be 
complete, the application will be ac- 
cepted for filing. Applications failing 
to comply with the requirements of 
this part will not generally be accepted 
for filing. la the case of minor defects 
as to completeness, the Adniinistrator 
may accept the application for Sling 
with a request to the applicant for ad- 
ditional information. A defective appli- 
cation will be returned to the applicant 
within 10 days following its receipt 
with a statement of the reason for not 
accepting 1fte application for filing* A 
defective application may be corrected 
and resubmitted for filing at any time; 
the Administrator snail accept for fil- 
ing any application upon resubmission 
by the applicant, whether complete or 
not, 

<d> Accepting an application for fil- 
ing does not preclujda any subsequent 

request for additional information pur- 
suant to §130L15 and hss no bearing on 



§1301.17 

whether the application will be grant- 
el 

[62 FB 1S94B, Mar* 24, 1SS7] 

§1801*15 Additional information 

ThB Administrator may require an 
applicant to submit such documents or 
written statements of fact relevant to 
the application as he/she deems nec- 
essary to determine whether the appli- 
cation should be granted. 0&e failure of 
the applicant to provide such doou- 
meats or statements within a reason- 
able time after being requested to do so 
shall be deemed to be a waiver by the 
applicant of an opportunity to present 
such dooumantB or facts for consider-* 
ation by the Administrator in granting 
or denying the application* 

[62 m 1S34B, Mar. 2i 1SS73 

§1381,16 Amendments to and with- 
drawal of applications, 

(a) An application may be amended 
or withdrawn without permission of 
the' Administrator at any tome before 
the date on which the applicant re- 
ceives an order to show cause, xrareuant 
to §1301.37, An application may be 
amended or withdrawn with permission 
of the Administrator at any time 
where good cause is shown by the ap- 
plicant or where the amendment or 
withdrawal is in the public interest* 

(b) After an application has been ac- 
cepted for filing, the request by the ap- 
plicant that it be returned or the fail- 
ure of the applicant to respond to offi- 
cial correspondence regarding the ap- 
plication, when sent by registered or 
certified mail, return receipt re- 
quested, shall be deemed to be a with- 
drawal of the application* 

DS3S!SlS04fl,3iSar.fl4,lB373 

§1301,17 Special procedures for oer^ 
tain applications* 

(a) tti at the time oi application for 
registration of a new phsxrnacy, the 
pharmacy has been issued a license 
from the appropriate State licensing 
agency, the applicant may include with 
his/her application aa affidavit as to 
the existence of the State license In 
the following form: 
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^n 
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Affidavit lor 13 ow Hinrmnoy 







■ lll>"l|ll>l,ipil H ,|||||| 



partner. or 



-SB r the 

CEttle ol officer, omolol, 
other position) of 

--■ ■ «- (Corporation, partmer- 

&hip» sr sola proprietor), doing ouatnoHe ^ 

— , — — - (Storo name) at 

— (Nombor and Btreat), 

■--■■■■ (Qw»y) ... (State) 

„ (2*P code;, hereby oertify that 

said store was Issued & pharmacy permit Mb. 

ssr==r tor ?? — (Board of 

Pfcarmnoy or Licensin g Agency) of the Stats 

°* on (Bate). 

Thfc; statement Is euhmlttad In order to ob- 
tain a Drsff Enforcement Administration 
registration number. I unaeratoud that if 
any information i& false, tbB Administration 
may Immediately suspend the registration 
for this store and commence proceedings to 
revoke under 21 tlb,o. m{n) because at the 
danger to public health and safety, I further 
nndamtand that any ialee inlormutiDn con- 
tained In this amdavit may subject mo par- 
eonoUy and tha above-named corporation/ 
partnerabip/huahieas to prossontion nndor SI 
TT.B,o, B4S, the penalties far conviction of 
T?nlon include Imprisonment for up to 4 
year*, a JSne of not mora than 530,000 or both. 

^^ — i — ■ — ■— *■■■ ■■ _■■-.. „ r _. 

Signature (Parson who signs Application f or 
State of 



County or ~^ 

„ day of , M , 



^ iHlMM, 



^"^ 



Notary Public 

(b) TOienevar the ownership of a 
phannaoy is betng transferred from one 
person to another, if the temaferes 
oras at least one otber pharmacy li- 
censed in the same State aa the one f&e 
ownership of tfhicn is beta* trans- 
ferred, the transferee may apply for 
registration prior Ho the date of trans- 
fer. TOie Administrator may register 
the applioant and authorise him to ob- 
tain controlled substances at the time* 
of tramrf ar. Snob registration snail not 
authorise ike transferee to dispense 
controlled snhstanoes until the phar- 
many has been leaned a valla State li- 
cense, The transferee eMU include 
Trtth nis/her application the following 
affidavit: 




tily: 
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(Stara nanaoj horahy cer- 



(1) tthat Eadd oompaoy was leaned a phai> 

maoy parmlt Mo._ by the ' 

*» — CBaard of PbEtnnaoy di 

JjiDenaln^ Agency) of too Btato of 

_ and a MA Hegdatratlon Nmnter 

___ lor a piharzoaoy laoatod at 

^ (Nmnbor and Btroafc) 

f 0i ty) (Btato) 



- 



(Bin Co&o); and 



(3) That said oompany 1b aoojilrlnF tbo 
phannaoy bosmeaa of { fKamft 

of SoUar) ™^^— " l ^™ 

aa„ 

*■ ■- q 

Ncmbttr 



t "" ' ^~""T" J- " J ~rniii*iMn^p^^...ji.^_ -T- __ 



dotogr hmdneea 

.witOi DBA Registration 
on or about 



(Bate of ^rannf er) ma that aald ooiipanyhai 
applied (or will apjfly on _____ (Bat©} 
lor a phannaoy permit from the baard of 
PfiMnmoy (or Hoonslne' o^anoy) of tha State 
°* to do Imalneaa as 

CQtoro name) at 

(Nnmbar and Street) 

t^W -^„^__ (State) 



' ifci" 1- 1 1 h i ■ 1 1 Hi 1 1 1 1 .■ i Hi Hi h ■_■_ | _ | _■_ 



In i n i ri 1 1 1 ■ iiti 1 1 ■! — i m 







i iliBi i n ^w w^H4Wt*IMHHiIHiii 



(sip Oodfi)* 



l^is Btat&mBnt Is submitted In order 
to obtain a Drug Enforcement Admin- 
istration reglstmtiim munbBr, 

X nnaerBtand that if a DBA registration 
number Je Issued, tha jjhaimaoy may acajdre 
onntroUod aohstanooa but may not dtspansa 
them until a pnarmany permit or Hoenea la 
iBsuad.by the Stato board of pbarmacy or 11- 
eanalnH' agency. 

I nndoiBtand that if any InformaUon la 
Jam tha Admlwiatratloii may immediately 
aospend tha registration for tola store and 
ODmmenoB prooesnmgB to revoke nndar 31 
¥.S.O. 834(a) because of tha danger to pohlio 
haalth ami safety, X mrthor nndersUnd. that 
c^y falns-lafoxniatiDn ocntalnad In thla offl* 
davit may subject me peraonally to proueon- 
ton under 31 U.s.a 8*3, ths ponaltiDB for 
oouTlotion of which -inelude imprisonment 
for up to 4 yeara, a Una of not more than 
530,000 or both. 



Signature (Foraon ^ho uigm AwHoatlon for 
Baglutratton) 
State of 
Oonnfcy of" 



w h¥i¥HI>— — h H l n, 



1 iIAIii ihiHiIiHV***¥A*H^ 



Bubairlhad to and sworn before me 
'°™.......j3ar of _. 19 
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Amfiavlt for Transfer of Pharmacy 



t 



■ ill " h'HiiiihHiHi^ll^ 



» h ■ Mi I Hi i "HHa m _ ibi 



partner 



or 



m , the 

(Title of ameer, official, 
other position) of 
(Corporation, partnoiv 



ahip, or aoie proprietor), dote hnsineaa ao 



Notary PubUo 

(c) «X!he AdmlixtBtrator abaU follow 
tha normal procedures for approving- an 
application to verier the statements tu 
the afadavlt, If the statements prove 
to be false, tbe AdrnlnififtratDr may re* 
voke the xegfetratlon an the basis of 
section 304(a)(X> of the Act (21 T1B.O. 
B34(aXl» and anspend tbe registration 
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immediately "by pending relocation on 
the basis of eection 304® of the Aot (21 
TLS.O. 824(d)). At the same time* the 
Administrator map setae and place 
under seal all controlled substances 
possessed by the applicant under sec- 
tion 304(f) of tins Act (21 TT.B.a 834(f)). 
Intentional misuse of the affidavit pro- 
cedure may subject the applicant to 
proB&tmttan tor fraud under section 
403(a)(4) of the Act (21 TT.SXL 843(a)(4)), 
and obtaining controlled eubatanoea 
through registration by fraudulent 
means may subject the applicant to 
prosecution under section 403(a)(3) of 
the Aot (23L TLS.O. 843(a)(3)). She pen- 
alties for oonvio&on of either offense 
include imprisonment for up to 4 years, 
a fine not exceeding $EB,0GG or botih- 

m #& 13949, Mar. 2i 1BW} 

§ 1$0X,1£ Bes&stafet protocol** 

(a) A protocol to conduct research 
with controlled substanoes listed In 
Schedule I Shall be In the following 
form and aontaia the following- infor- 
mation where applicable: 

(1) Investigator* * - 

(i) Name, address, and D!EA reglstra- 
, tion number; if any. 

(11) Institutional affiUatlim. 
(Hi) Qualifications, including a cur- 
riculum vltae and an appropriate bibli- 
ography (Hat of publications). 

(2) BeBearch project; 

(I) Title of project. 

(II) Statement of the purpose, 

(fii) Kama of the controlled sub- 
stances or substances involved and the 
amount of each needed, 

(Iv) Description of the research to be 
conducted, Including the number and 
species of research subjects, the dosage 
to be aomtniBtered, the route and 
method of administration, and the du- 
ration of the project. 

(v) Location where the research will 
be conducted. 

(vl) Statement of the security provi- 
sions for storing the controlled sub- 
fit anoes (in accordance with §1301.75) 
and for dispensing* the controlled sub- 
stances in order to prevent diversion, 

(vii) If the investigator d&sirea to 
raanufacture or import any controlled 
substance lie-tea in paragraph (a)(2)(iii) 
of this section, & statement of the 
Quantity to be manufactured or im- 
ported and the sources of the chemicals 



to be used or the substance to be im- 
ported. 

(Si Authority: 

(1> InitifcutLonal approval, 

(ii) Approval of a Human" Eeaearch 
Oommittee for toman studies. 

(Hi) Indication of an approved active 
Notice of Claimed Investigational Ex- 
emption for a New Drug (number). 

(IV) Indication of an approved funded 
grant (number)* if any. 

(b) la the case of a clinical investiga- 
tion with controlled suhstanosp liBted 
in Schedule I, the applicant shall sub- 
mit three ocpiea.of a Notice of CHafmed 
Invesfclgatlone! demotion for a New 
Drug ONE) together with a statement 
of the tjeourity provision* (as pro- 
scribed tn paragraph (a)(2)(vi) of 13ns 
section for a research protocol) to, and 
have such submission approved by, the 
Food and Drug Administration as to- 
quired in 21 TT.S.O, 365(i> and §130,3 of 
this title. Submission of this Notice 
and statement to the Food and Drug 
-Administration shall be in lieu of a re- 
search protocol to the Administration 
as required in paragraph (a) of this sec- 
tion. The applicant, whan applying for 
registration with the AdminiBtratlon, 
shall Indicate that auch notice has 
been submitted to the Food and Drug 
Administration by submitting to the 
Aumirdstratiou with his/her DEA Form 
226 three copies of the following oertill- 
cats; 

Xhtsretoy o&rfclry that on 

(Dato), jmiuuant to 31 n*S,G, SfiSflJ and 21 
OFR 180.3, X, - (Namo and 



WiiH u iHaihHJ" IHi H I ^ 



AtldrosB of JND Bpouacr) mibmitted & ttottae 
of dalmed Inva&tJgatioiittl Dtsempfeien for a 
Now Drug PND) to tha Food and Bras Ad- 
miniutratioii fon 



irtMnMAriilii ■ ■*■ WifHUta^^iBWMn 



(Name of lnveatigationjB3 Brag), 



n HiiHiiHiifa.^. lihHihll 



i,iiHiiI> h %I lihliMiMiii i.h»M»i i ^ 



(Datti) 



i 



(Signature of AP&Hoaxit>)> 

(o) In the event that the registrant 
desires to increase the quantity of a 
controlled substance used for an ap- 
proved research project, he/she shall 
submit a revest to the>B.egisfcration 
Vnl%, Drug- Enforcement Ajdministra- 
tion, Post OffLos Bor 28083, Oentcal 
Station, Washington, DO 30005, by reg- 
istered mail, return receipt requested* 
Whs request shall contain the following 
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information: DBA registration numher; 
noma of the controlled substance or 
suhstancea and the quantity of each. 
authorised in the approved protocol; 
and the additional quantity of each de- 
sired. Upon return of the receipt, the 
registrant shall be authorised to pur- 
chase the additional quantity of the 
controlled substance or substances 
specified In the request. *Ehe Adminis- 
tration shall review the letter and for- 
ward it to the Food- and Drug- Adminis- 
tration together with the Administra- 
tion comments. The Food and Drag Ad- 
ministration shall approve or deny the 
request as an amendment to the pro- 
tocol and so notify the registrant. Ap- 
proval of the letter by the Pood and 
Drug* Administration shall authorise 
the registrant to use the additional 
quantity of the controlled substance in 
the research project. 

(d) la the event the registrant desires 
to conduct research beyond the vari- 
ations provided in the registrant's ap- 
proved protocol (excluding any in- 
crease in the quantity of the controlled 
substance requested lor his/her re- 
search projeot as outlined in paragraph. 
(o) of this section.), he/she shall submit 
three copies of a supplemental protocol 
in accordance with paragraph (a) of 
thija section describing the new re- 
search and omitting information in the 
supplemental protocol whioh has been 
stated in the original protoool, Supple- 
mental protocols shall be processed and 
approved or denied hx the same manner 
as original research protoools. 

[6* FR 13945, Mar> 24, 1BB71 

teOBPTIONS TO B&GISTO&nON ATO FHEB 

1 2301.21 Exemption from fees* 

(a) The Administrator shall exempt 
from payment of an application fee for 
registration or reregistration: 

(1) Any hospital or other institution 
which is operated by an agency of the 
United States (Including the V.B> 
Army, Navy, Marine Corps,, Air Force, 
and Ooast Guard), of any State, or any 
political subdivision or agency thereof, 

(2) Any individual pEractltioner who is 
required to obtain an Individual reg- 
istration in order to carry out his or 
her duties aa an official of an agency of 
the United States (including the U.S. 
Army, Navy, Marine Corps, Air l?orce t 



21 CFR Ch. 11 (4-1-05 Edition) 

and Ooaet Guard), of any State > or any 
political subdivision or agency thereof, 

(b) In order to claim exemption from 
payment of a registration or ^reg- 
istration application fee, the registrant 
shall have completed the certification 
on the appropriate application form, 
wherein the registrant's superior (if 
the registrant is an individual) or offi- 
cer (if the registrant is an agency) car- 
ti&BB to the status and address of iihe 
registrant and to the authority of the 
registrant to acquire, possess, or han- 
dle controlled substances. 

(c) Exemption from payment of a reg- 
istration or rereglstration application 
fee does not relieve the registrant of 
any other requirements or duties pre- 
scribed by law. 

m F3t 138B0, Max. 2$, 19D7J 

§1801*22 Exemption: of agents and em- 
ployees; afSHeted practitioners. 

(a) Tim requirement of registration is 
waived for any a^ent or employes of a 
person who is registered to engage in 
any group of Independent activities, if 
such agent or employee is acting in the 
usual oourse of his/her buaineBS or em- 
ployment. 

(b) Jm individual practitioner who is 
an agent or employee of another prac- 
titioner (other than, a raid-level practi* 
tioner) registered to dispense con- 
trolled substances may, when* acting in 
the normal course of business or em- 
ployment, administer or dispense 
(other than by, issuance of prescription) 
controlled substances if and to the ex* 
tent that such individual practitioner 
is authorised or permitted to do bo by 
the jurisdiction in which he or she 
practices, under the registration of the 
employer or principal practitioner in 
lieu of being registered Mm/heraelf, 

(c) An individual practitioner who is 
an agent or employee of a hospital or 
other institution may, when acting hi 
the normal oourse of business or em- 
ployment, administer, dispense, or pre- 
scribe controlled substances under the 
registration, of the hospital or other in- 
stitution which is registered in lieu of 
being registered him/herself, provided 
that; 

a) Bucb. dispensing, administermg or 
prescribing' is done in the usual course 
of his/her professional practice; 
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(2) Such, individual practitioner 1b au- 
thorised or permitted to do bo by the 
jurisdiction in which he/she is prac- 
tioing; : 

£3) rEhe hospital or other institution 
by whom ha/she is employed has 
verified that the individual praofet- 
Moner Is so permitted to dispense, ad- 
minister, or prescribe drugs within the 
jurisdiction; 

(4) Buoh individual practitioner 1b 
acting only within the scope of his/her 
employment la the hospital or institu- 
tion; 

(5) ThB hospital or other institution 
authorises the individual practitioner 
to administer, dispense or prescribe 
tinder tna hospital registration and 
designates a specific internal code 
number for each individual practi- 
tioner bo authorised* The code number 
shall consist of numbers, letters* or a 
combination thereof and shall be a suf- 
fix to the institution's DBA registra- 
tion number, preceded by a hyphen 
(e.S +t APOl£345S~lG or APOI23&&~A12); 
and 

(6) A current list of internal codes 
and the corresponding- Individual prac- 
titioners ifl kept by the hospital or 
other institution and is made available 
at all times to othBr registrants and 
law enforcement agencies upon request 
for the purpose of verifying* the author- 
ity of the prescribing individual practi- 
tioner, 

[63 Ml 13950, Mar. ft, 1097] 

S 1301*28 Exemption of certain aoift. 
tury and other personnel, 

(a) The requirement of registration is 
waived for any official of the U.S. 
-tony, Navy, Harlne Corps, Air Pom, 
Coast Guard, Public Health Service, or 
Bureau of Prisons who is authorised to 
prescribe, dispense, or administer, but 
not to procure or purchase, controlled 
substances in the course of his/her offi- 
cial duties* Buoh ofoxials shall follow 
procedures set forth in part 1S06 of this 
chapter regarding prsocxdptioiis, but 
shall state the branch of service or 
agency (e.g., "TLB* Army" ox "Public 
Health Service") and the service iden- 
tification number of the issuing official 
in lieu of the registration number re- 
quired on prescription forms, The serv- 
ice identification number for* a Public 



Health Service employee is his/her So- 
cial Security identification number, 

(b) TbB requirement of registration is 
waived for any official or agency of the 
TI*S* Army, Havy, Marine Corps, Mc 
Force, Ooast auard, or Public Health 
Service who or which Is authorised to 
import or export controlled substanoes 
in the course of his/her official duties* 

(o) If any omcial exempted by this 
section also engages as a private indi- 
vidual in any activity or group of ac- 
tivities for which, registration is re- 
quired, e&aa omciol shall obtain a reg- 
istration for such private activities, 

[63 TO 13852, Max, 24, 1307] 

§130^24 Exemption of low enforce- 
ment of&ciais, 

(a) The requirement of registration is 
waived for. the following persons in the 
circumstances described in thie sec- 
tion: 

(X) An? officer or employee of the Ad- 
ministration, any officer of the U,S, 
Customs Service, any ofidoDr or em- 
ployee of thB United States Food and 
Drag Administration, and any other 
Federal o£3.cer who is lawfully engaged 
in the enforcement of any Federal law 
relating to oontroBed substanoes, 
drugs or customs, and Is duly author- 
ized to possess or to import or export 
controlled substances in the course of 
his/her official duties; and 

(2) Any officer or employee of any 
State, or any political subdivision or 
agency thereof, who is engaged in the 
enforcement of any State or local law 
relating ta controlled substances and is 
duly authorised to possess controlled 
substances in the course of his/her offi- 
cial duties, 

Cb) Any ofacial exempted by this sec- 
tion may, when acting in the course of 
hie/hex official duties, procure any con- 
trolled substance in the course of an 
inspection, in accordance with 
§iaifi,G3(d) of this chapter, or in the 
course of any cjrfminal investigation 
involving the person from whom the 
substancB was procured, and may pas* 
Bess imy controlled substance and dis- 
tribute any such substance to any 
other official who is also exempted by 
this section and acting in the course of 
his/her official dutiDs. 

(o) In order to enable law enforce- 
ment agency laboratories, inoluding 
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laboratories of the Administration, to 
obtain and transfer controlled sub- 
stances for use as standards Hi chem- 
ical analysis, such laboratories shall 
obtain annually a registration to con- 
duct chemical analysis. Such labora- 
tories shall be exempted from payment 
of a fee for registration. Laboratory 
personnel, when acting in the scope of 
their official duties, ate deemed to be 
officials exempted "by XhjM esotion and 
within -the activity described in sector 
616(d) of the Aofc (21 V&&. 885(d)). For 
jmrpoaes of this paragraph, laboratory 
activities shall not include Held or 
other preliminary chemical teste by of- 
ficials exempted by this section. 

(d) lii addition to tie activities au- 
thorised under a registration to con- 
duct cnemlcal analyst pursuant to 
§iaOU3{e)Cl)(lx) ( laboratories of the 
Administration shall be authorised to 
manufacture or Import controlled sub- 
stances ior any lawful purpose, to disr 
tribute or export suoh aubstanoes to 
any person^ and to import and export 
aurih substances In emergencies with- 
out regard to i&e reo^iirementa of pert 
3S12 of -this chapter if a report con- 
cerning- the importation or ea^portation 
is made to the Brag Operajbiona Section 
of the Administration within SO days of 
snob importation or e^ort&tion. 

t& F£ JSB5&, Max. H MBIT! 

1 

§1301*26 Begietratiosx regarding ocean 
vessels, mrorsft, anil other entities. 

(ft) 3Bt acquired by and dispensed under 
the general suparvisiaii of a medical of- 
ficer described in paragraph (b) of thie 
eaotiou, or the master or first officer of 
the vessel under 1zhe circumstances de- 
scribed in paragraph (d) of thie section, 
controlled substances may be held for 
stocking, be maintained in, aid dis- 
pensed from medicine chests, ilrst aid 
packets, or dispensaries: 

CI) On board any vessel engaged in 
international trade or in trade between 
ports of the United States and any 
merchant vessel belonging: to the u»S* 
Qovarnment; 

(2) On board any aircraft operated by 
an air carrier under a certificate of per- 
mit issued pursuant to the Federal 
Aviation tot of 1BEB (43 EF.fl.CL 1801); 
and 

(3) In any other entity of toed or 
transient location approved by the Ad- 



21 CFR Ch> If (4-1-05 EdHton) 

minisfcrator as appropriate for applica- 
tion of this section (e.fr„, emergency 
ldta at field sites of on industrial firm). 

(b) A medical officer shell be: 

(1) licensed in a state as a physician; 

(2) Employed by the owner or oser* 
ator of the vessel* aircraft or other en- 
tity; and 

(9) ^Registered under the Act at either 
of tflie follovringr locations: 

(i) Tne principal ofaoe oi the oraar 
or operator of the vessel, aircraft or 
other entity or 

(ii) At any other location provided 
that the name* address, registration 
number and expiration date as they ap- 
pear on his/her OertiHoate of Begistra- 
tion (DBA tform 223) for this location 
are maintained for inspection at eaid 
principal oMce in a readily retrievable 
manner, 

(c) A registered medical officer may 
serve as medical officer for more than 
one vessel, aircraft, or other entity 
under a single registration, unless he/ 
she serves as medical ofScer for more 
than, one owner or operator, In which 
oase he/she shall either maintain a sep- 
arate registration at the location of 
the pElnoipa! office of each such owner 
or operator or utilise one or more reg- 
istrations pursuant to paragraph 
(b)(5)(a) of this seotioxu 

(d) If no mediaal offtoer is employee* 
by the oTmer or operator of a vessel, or 
in i&.B event such, medical officer is not 
accessible and the acquisition of con- 
trolled substances is required, the mas- 
ter or first offiosr of bhe vessel, who 
shall not be regietered under the tot, 
may purchase controlled substance 
from a registered manufacturer or dis- 
tributor, or from an authorised phar- 
macy ae described is. paragraph (f) of 
this eeotion, by following' the procedure 
outlined holo^: 

(I) ThB master or first ofrloer of the 
vessel must jersonally appear at the 
vendor's place of business, present 
proper identification (e.g:., Seaman^ 
photographic identification oard) and a 
■written requisition for the controlled 
substances. 

(3) ThB v/ritfcen requisition must be 
on the vessel's official stationery or 
purchase order form and must include 
the name and address of the vendor, 
the name of tta controlled substance, 
description of tthe controlled substance 
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(dosage form, strengiih and number or 
volume per container) number of con- 
tainers ordered, the name of the vessel* 
the vessel^ official number and ooun- 
try of registry, the owner or operator 
of the vessel, the port at which the ves- 
sel iB located* signature of the vessel's 
officer who is ordering the controlled 
substances and the date of the requisi- 
tion, 

(3) The vendor may, after verifying 
the identJUcation of the vessel's orlloer 
requisitioning the controlled sub- 
stances, deliver the control substances 
to taint officer. The transaction shall 
be documented, in triplicate r on a 
reoord of sale in a format similar to 
that outlined to paragraph (d)(4) of this 
section, The vessel's requisition shall 
be attached to oopy 1 of the record of 



§1301.25 

sale and -filed with "the controlled sub- 
stances records of the vendor oopy "3 of 
the reoord of sale shall he furnished to 
the officer of the vessel and retained 
aboard the vessel, copy 3 of the record 
of sale shall be forwarded to the near- 
est DBA Division Offioe within 15 days 
after the end of the month in which the 
sale is made. 

(4) The vendor's record of Bale should 
be similar to, and must include all t&a 
Information contained in, the below 
listed format. 

&61S& OP CJOttTBOlK^D BSB&DAtfOBS 10 
YESBH/S 

(Name of registrant) 

(Address of registrant) 



(DBA. resiatottcm number) 



Line Ho. 



H»MI i u p* 






Numbar of pack 
a pou orcforsd 



SIeb of pactajpa* 



N&ma d product 



^«4-li t<dh*>«i» fca. 



*HNpi h »ip t 



Pachas cHatHb- 
itfod 



l"lllllf*IIIIHI..I|lf^|fcl|..I..IJ..lllllHIIHIIHIIl" HIIHIIII 



Colo dfcWbutad 






PoamcrtE! Una tiuiabum may bft catfta4 Bccordtafl to tvc&ta tA ttvo vothSw. 



Number of ttnep completed 
Kama of vessel 







fciPifcil ■HiiHifca- 



YeosaVe offtoial number 
Veim&l'B country of registry „ 



l lll ' ' I 



* 



OvmBT or operator of th& veessl 

Itaw ana i&tis of vesaeX's officer who pre- 

sauted the requisition , 
Signature of vessel's ■ officer vtho presented 

the requisition 

(e) Any medical officer described in 
paragraph (b) of thiB section shall, in 
addition to complying with all require- 
ments and duties preeoxibBd for reg- 
istrants generally, prepare an annual 
report as of the date on which Ms/her 
registration expires, which shall give 
in detail ku accounting; for each, vessel, 
aircraft, or other entity, and a sum- 
mary accounting for all vessela, air- 
craft, or other entities under his/her 
supervision for all controlled sub- 
stances puro&asod, dispensed or dis- 
posed of during' the year* The medical 
officer shall maintain this report with 
ether records required to be lrept under 
the Act and, upon request, deliver a 
oopy of the report to the Administra- 
tion, ^he medical officer used not be 
present when controlled substances are 
uispsnsed, if the person who aotually 
dispensed the controlled substances is 



responsible to the medical officer to 
Justify his/her actions* 

(f) Any registered pnarmaoy that 
wishes to distribute- controlled sub- 
stances pursuant to this section shall 
be authoriaedto do so, provided: 

(1) Tha registered pharmacy notifies 
the nearest Division Office of the Ad- 
ministration of its intention to so dis- 
tribute controlled substances., prior to 
the initiation of such activity* Tim no- 
tdfioafcton shall he by registered mail 
and snail contain the name, address, 
and registration number of the phar-. 
xnaoy as well as the date upon which 
suon activity will commence; and 

(2) Such aoteivifcy is- authorised by 
state law; and 

(3) The total number of dosage units 
of all controlled substances distributed 
by the pharmacy during* any calendar 
year in which the pbarmaoy is reg- 
istered to dispense does not exceed the 
limitatdonE imposed upon such dis- 
tribution by S1307JlCa)C4) and Cb) of 
this chapter. 

(g) Owners or operators of veaaels, 
aircraft, or other entities described in 
tbie section shall not be deemed to pos- 
sess or dispense any controlled sub- 
stance acquired, stored and dispensed 
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in oooordauod with this section* Addi- 
tionally owners or operators of vea~ 
aels, aircraft, or other entities de- 
scribed in this s&ctaon or in Article 82 
of the Single Convention on Narcotic 
Drugs, 1961, or lit Article 14 of the Con- 
vention on Psychotropic Substances, 
1371, shall not be teamed to Import or 
export any controlled substances pur- 
chased and stored in accordance with 
that section or applicable article, 

(h) Tha Master of a vessel shall pre- 
pare a report for each calendar year 
which ahaE give in detail an account- 
ing for all confcrollBd substances pur- 
chased, dispensed, or disposed of during 
the year, The Master afc&H file this re- 
port with the medical Qf&cer employed 
by the owner or operator of his/her ves- 
sel, if any, or, If not, he/she shall main- 
tain this report with other records re- 
quired to he kept under the Act and, 
upon request, deliver a copy of tie re- 
port to the Administration, 

(i) Controlled substances acquired 
and possessed in accordance with this 
section shall not he distributed to per- 
sona not under the general enparvision 
of the medical ofEioer employed by the 
owner or operator of the vessel, air- 
craft, or other entity, except in accord- 
ance with 51S07.31 of this chapter* 

GB2 3R15fl&l,ttir.3ilflff!3 

S1SG1L26 Bk era ptitmB from import or 
export requirements for personal 
medical use* 

Any individual who has in hiufoer 
possession a controlled substance listed 
in schedules H, HI* IV\ or V, which ho/ 
she has lawfully obtained for his/her 
personal medical use, or for adminis- 
tration to an animal accompanying 
him/her, may enter or depart the 
United SfcateB with euch substance not- 
withstanding sections 1OOM0O& of the 
Act (21 V&.0. 952-865)^ provided the fol- 
lowing" conditions are met: 

(a) The controlled substance is in the 
original container In wmcn it was dis- 
pensed to the individual; and 

(b) The individual makes a declara- 
tion to on appropriate official of the 
Bureau of Customs and Border Froteo- 
tion stating; 

(1) That the controlled substance is 
possessed for hie/her personal use, or 
for an animal accompanying him/her; 



2\ CFR Cb. 11 (4-1 -ffi Edition) 

(2) ThB trade or ahemical name and 
the symbol designating the schedule of 
the controlled substance 11 it appears 
on the container label, or, if such name 
does not appear on the label, the name 
and address of the phaxmaoy or practi- 
tioner who dispensed the BUbstanae and 
the prescription number. 

(c) In addition to (and not in lieu of) 
the foregoing requirements of this sec- 
tion, a United States resident may im- 
port into the United States no more 
than 60 dosage units combined of all 
such controlled substances in the indi- 
vidual^ possession that were obtained 
abroad for personal medical use. [For 
purposes of this section, a "United 
States resident Sb a person whose resi~ 
deuce (i.e„ plaos of general abode— 
manning one's principal, actual dwell- 
ing* place in fact, without regard to in- 
tent) is in the United States.) This 60 
dosage unit limitation does not apply 
to controlled substances lawfully ob- 
tained in the United States pursuant to 
a prescription issued by a DBA reg- 
istrant, 

[60 TO 66347, firffa. 14 t 20041 

ACTION ON APFLKfcmotf FOB, HECHBmA.- 
TXQJUl RBV00A2X0N OR SUBttQtSBttl OB 1 

§1301.8! Aximi niatr ative review gen* 
eraUy* 

^he Administrator may inspect* ox 
cause to be inspected, thB establish- 
ment of an applicant or registrant, pur- 
suant to subpart A of part 1316 of this 
chapter. "The Administrator shall re- 
view the application for registration 
and other information gathered by the 
Administrator regarding an applicant 
in order to determine whether the ap- 
plicable standards of section 303 (21 
U.S.O. B23) or section 10D8 (21 U,S.O. 9SB) 
of the Aot have been met by the appli- 
cant. 

C62ffRJ33&S, Mar. 24,1897] 

§1301*32 Action on applications for re* 
seardb in Schedule I subsfamces. 

(a) In the oase of an application for 
registration to aonduot ressaroh with 
controlled substances listed in Sched- ' 
ule I, the Administrator shall process 
the application and protocol and for- 
ward a copy of each to the Secretary of 
Health and Human Services (Secretary) 
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within T daye after reo&ipt. The Sec- 
retary shall determine the qualiiica- 
tions and competency of the applicant, 
as well as the merits of 'the protocol 
(and shall notify the Administrator of 
his/her determination) within 21 days 
after receipt of the application and 
complete protocol, except that in the 
case of a clinical investigation* the 
Secretary Shall have 3D days to make 
such determination and notify the Ad- 
ministrator. The Secretary, In deter- 
mining the merits of the protocol, shall 
consult with the Administrator as to 
effective procedures to safeguard ade- 
quately against diversion of such oon- 
trolled substances from legitimate 
medical or BciemufLo use. 

(b) An applicant whose protocol is de- 
fective , shall bB noticed by the Sec- 
retary within 21 days after receipt of 
finch protocol from the Ajdminifitrator 
(or in the case' ol a clinical investiga- 
tion within 30 days), and he/she shall bB 
requested to correct the existing de- 
fects before consideration ehall be 
given to hia/har submisaioii. 

(c) If the Secretary determines the 
applicant a^oalifled and oompBtent and 
the research protocol meritorious, he/ 
she Ehall notify the Administrator In 
writing of such determination. The Ad- 
ministrator ahall issue *a certificate of 
registration within 10 days after re- 
ceipt of this notice, unless-he/ehe deter- 
mines that the oarMloate of registra- 
tion should ba denied on a ground spec- 
ified in BBouion 303(a) of the Act (21 
TT.S.C, 824(a)), In the cas& of a supple- 
mental protocol, a replacement certlil- 
eats ojT registration ahall he issued by 
the Administrator. 

(d) If the Secretary determines that 
the protoool is not meritorious and/or 
the applicant is not qualified or com- 
petent, he/she ahall notify the Adminis- 
trator in writing Betting forth the rea- 
sons for such determination. If the Ad- 
ministrator determines that grounds 
ealab for the denial of the application, 
he/she shall within 10 days issue an 
order to show cause purauant to 
§1301,87 and, if requested by the appli- 
oant 1 hold a hearing on the application 
pursuant to §1301,41. If the grounds for 
denial of the application inolude a de- 
termination by the Secretary, the See- 
rotary or hie duly authorised agent 
shall famish testimony and documents 



pertaining to his detaixoination at each 
hearing. 

(e) Supplemental protocols will ha 
processed in the same manner as origi- 
nal research, protocols. If the proc- 
essing of an application or research 
protoool ia delayed beyond the time 
limits imposed by this section, the ap- 
plicant ahall he so noticed in writing. 

[B2 ffR 1S65S, Mar. H, Ififffl 

§1301.83 Application for bulk manu- 
factory of Schedule I and H &ah~ 
stances. 

(a) In the case of an application for 
registration or reregistration to maam- 
fae&ura in buBc a baaio olaea of con- 
trolled Bubetanoe listed in Bohedula 1 
or H, the Administrator shall, upon the 
filing of such application, publish, in 
the JPmm&h B^siBira a notioB naming 
the applicant and stating that such ap- 
plicant haa applied to be registered as 
a bulk manufacturer of a basic olaetf of 
narcotic ox nonnarcotic controlled aub- 
stanoe, whioh class ehall be identified* 
A copy of said notice ahall be mailed 
simultaneously to each person reg- 
istered as a bulk manufacturer of that 
basio class and to any other applicant 
therefor. Any such person may, within 
60 days from the date of publication of 
the notice in the Federai* BEaissm, 
file with the Administrator written 
comments on or objections to the 
issuance of the proposed registration. 

(b) In order to provide adequate com- 
petition, the Administrator shall not 
be required to limit the number of 
manufacturers in any basio class to a 
number less than that consistent with 
noaintenarioe of eifeotive controls 
against diversion solely because a 
smaller number is capable of producing 
an adequate and uninterrupted supply. 

(o) This section ahall not apply to the 
manufacture of basic classes of con- 
trolled substances listed in Schedules I 
or H as an incident to research or 
chemical analysis as authorized in 
§130i>13(e)(l). 

£62 Ffc IStiSS, Max. <&, 13973 

$1301,34 Amplication fbr importation 
of Scheasxle I and XI Buhstsmc&s. 

(a) In the caae of an application for 
registration or reregiatration to import 
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a controlled substance listed in Sohad" 
*ule X or H» under tha authority of sec- 
tion lC02(a)(2)tB) f the Aot (21 TLS.C. 
952(a)(S)CB)), tiho Administrator shall, 
upon the filing of such application, 
publish in the WgnmAh EsaiBTm a no- 
tice naming the applicant and stating 
that auoh applicant lias applied to "be 
registered aa an importer of a Schedule 
I or H controlled substance, wftioh sub- 
stance ahall be identified, A oopy of 
aatd notice shall be mailed simulta- 
neously to each parson registered as a 
bulk manufacturer of that controlled 
substance and to any other applicant 
therefor. Any each person may, -within 
SO days from the date of publication of 
the notice In the FH>Ba£u Etasiaam, 
file written comments on or objections 
to the issmwQCa of the proposed reg- 
istration, and may, at She same time-, 
file a written raqueat for a hearing on 
the application pursuant to §1801.43, K 
a heading is requested the AflmMfr* 
trator snail hold a hearing on the ap- 
plication in accordance with iWRAL 
Notice of the hearing shall be published 
in the Fkdbjlai, BBamraBB. Bad shall be 
mailed almultaneously to the applicant 
and to all persons to whom notice of 
the application was mailed Any snob, 
person may participate in the hearing 
by filing a notice of appearance in as- 
oorftanoe with §1301.43 of this chapter, 
Notioe of the hearing shall contain a 
mammary of all comments and ohjeo- 
ttona filed regarding the application 
and shall state the time and place for 
the hearing, irhioh snail not be less 
than 80 days after the date of publics^ 
tion of such notice In the FjudbeaIi 
KKQriETBB, A heatingf pursuant to this 
section may be consolidated with a 
hearing held pursuant to §Xfl01.38 or 
B13ffL38 of this part. 

Cb) Ths Adininistratox shall register 
an applicant to import a controlled 
substance listed in Schedule X or U if . 
he/afce determines that snoh registra- 
tion is consistent with the public Inter- 
est and with VS. obligations under 
international treaties* conventions, or 
protocols hi e£foot on Hay 1, mi. In 
determining the public interest, the 
following' &otora shall be considered: 

(1) Maintenance of effective oontrols 
ttguinst diversion of particular con- 
trolled substances and any controlled 
substance in Schedule I or H com- 
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pounded therefrom Into other than le- 
gitimate medical, soientiiio research, 
or industrial ohannela, by limiting the 
importation and hulk manufacture of 
such controlled subatanoes to a number 
of establishments which can produce 
an adequate and uninterrupted supply 
of these substances under adequately 
competitive conditions for legitimate 
medical, scientific research, and in- 
dustrial purposes? 

(2) Compliance with applicable State 
and local law; 

(8) Promotion of teohnloal advances 
In the art of manufacturing these sub- 
stances &n& the development of new 
substances; 

(4) Prior conviction record of appli- 
cant under Federal and State laws re- 
lating* to the manufacture, distribu- 
tion, or dispensing of auoh substances; 

(5) Past experience in the manufac- 
ture of controlled aubstancea, and the 
existence in the establishment of effec- 
tive control against diversion; 

(6) l!hat the applicant will be per- 
mitted to import only: 

(i) Such amounts of crude opium, 
poppy straw, concentrate of poppy 
straw, and coca leaves as the Adminis- 
trator £inds to be necessary to provide 
far medical, saiantiSo, or other legiti- 
mate purposes; or 

CU) Such amounts of any controlled 
substances listed in Schedule I or H as 
the Administrator ahall find to be nec- 
essary tu provide for the medical, sci- 
entific, or otker legitimate needs of the 
United States during" an emergency in 
which domestic supplies of such sub- 
stances are found by the Administrator 
to be inadequate; or 

(ill) Btaoh amounts of any controlled 
substance listed in Schedule j or K as 
the Adminiatrator ahall ilnd to be nec- 
essary to provide for the madtoal, act* 
entifto, or oftier legitimate needs of the 
United States in any case In which the 
Administrator finds that competition 
among domestic manufacturers of the 
oontrollea substance is inadequate and 
will not ho rendjared adequate by the 
registration of additional manufactur- 
ers under aectloii BOS of the Act (31 
T7J3.a 623); or 

Civ) Buch limited quantities of any 
controlled substance listed In Schedule 
X or H as tke Administrator shall find 
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to be necessary for scienti£c 1 analyt- 
ical ox research uses; and , 

(7) Buoh other l&otorB as may bo rel- 
evant to and consistent frith the public 
health, and safety* 

(c) 2a determining whether the appli- 
cant can and will maintain effective 
controls against diversion within the 
meaning of paragraph (b) of this aeo- 
tion, the Aflmlnigtrator shall consider 
among other factors: 

Ct) Compliance with the security re- 
quirements set forth in §51801*71- 
1300.761 and 

(S) Employment of security proce- 
dures to gmrd against in-transit losses 
within ana without the jimiBdiotion of 
the United States, 

(d) Is determining whether compete 
ticca among the domestic manxifacttir- 
ere of a controlled substance is ado* 
quate within the meaning* of para- 
graphs (b>a> end Cb)(8)(iii) of this flec- 
tion, 06 well as section 10D2(a)(2)CB) of 
the Aot (21 0.5.0. 952(a)(2)(B)), the Ad- 
ministrator shall consider: 

(1) The extent of price rigidity in the 
light of changes in: 

(i) raw xu&teruite and other costs and 
(li) conditions of supply and demand; 

(2) <Ehe extent of service and quality 
competition among the domestic man- 
ufacturers for shares of the domestic 
market including: 

(1) Shift* in market shares and 
(li) Shifts in individual customers 
among domestio maxrafaoturerB; 

(3) 2-he existence of substantial dif- 
ferentiate between domestic prices and 
the higher of prices generally pre- 
vailing in foreign markets or the prices 
at which the applicant for registration 
te import is- committed to undertake 
to provide such products in the domes- 
tic market in conformity "with the Act. 
In determining- the existence of sub- 
stantial differentiate hereunder, appro- 
priate consideration should he given to 
any additional coats imposed on domes- 
tic manufacturer© by the requirements 
of the Act and anon, other cost-related 
and other factors as the Administrator 
*nay deem relevant. In no event shall 
an importer's offering pricea in the 
United States be considered if they are 
lower than those prevailing: in the for- 

'sign market or markets from which 
the importer is obtaining hie/her sup- 
ply; 
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(4) The existence of competitive re- 
straints imposed upon domestic manu- 
facturers by governmental regulations; 
and 

(5) Such other iaotors as may be rel- 
evant to the determinations required 
under this paragraph, 

(c) In caiiEi&ering the scope of the do- 
mestic market, consideration shall be 
given to substitute products which are 
reasonably interchangeable in terms of 
price. Quality and nee, 

(i) The fact that the number of exist- 
ing manufacturers is small snail not 
demonstrate! in and of itself, that ade- 
quate competition among them does 
not exist, 

[62 Eft, 2395B ( %&X. 2$, 1397] 

§1301,86 Cerfficate of registration; 
denial of registration, 

(a) The Administrator shall isBue a 
Oartiftcate of Beglsfcration (DBA Iform 
223) to an applicant if the issuance of 
registration or reregistration is re- 
quired under the applicable provisions 
of sections 303 or 1008 of the Aot (21 
0.B.O. 323 and 058). la the event that 
the issuance of registration or rareg- 
istration is not required, the Adminis- 
trator shall deny the application. Be- 
fore denying: any application, the Ad- 
ministrator shall issue an order to 
enow cause pursuant to §1301.37 and, if 
requested by toe applicant* shall hold a 
heating* on the application pursuant to 
§13Q1*L 

(b) If In response to a show cause 
order a hearing is requested by an ap- 
plicant for registration or rereglstra- 
tion to manufaoture in bulk a haste 
olass of oontrolled substance listed in 
Schedule I or H, notice that a hearing* 
has been requested shall be published 
in the FanmAL BEtHSsm and shall he 
mailed simultaneously to the applicant 
and to all persons to whom notice of 
the application was mailed. Any person 
entitled to file comments or objections 
to the issuance of the proposed reg- 
istration pursuant to § 1301.33(a) may 
participate in the hsaring,by filing no- 
tice of appearance in accordance with 
§1301,43, Such persona shall have 3D 
days to :01b a notice of appearance after 
the date of publication of the notioe of 
a request for a bearing in the Pederai* 
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, (o) TOe Certlnoate of BogistratiQn 
(DBA Form 223} shall contain the 
name, addrees\ and registration num- 
ber of the registrant, the activity au- 
thorised by the registration, the sobed- 
ulas and/or Adnnnistratian Controlled 
Substances Code dumber (as set forth 
in part 1308 of this chapter) of the con- 
trolled substances which, the registrant 
is authorized to handle, the amount of 
fee paid (or exemption), and the eapira- 
tioa data of the registration. *£he reg- 
istrant shall maintain the oertiiloate 
of registration at the registered loca- 
tion in a readily retrievable manner 
and shall permit inspection of the cer- 
tificate by any onloi&l, agent or am- 
ployse of tha Administration or of any 
Federal, State, or looal agency engaged 
In enforcement of laws relating* to con- 
trolled substanoeB* 

m KB ^9M, Mar. 34, 3S9T3 

§1301<SG 6us|>euLsitm or revocation of 
registration; suspension of registra- 
tion 3»on&ig fbal order; erfcanaian 
of registration pending' £nal order. 

(a) For any registration issued under 
section 303 of the Act (21 TJ.S.C, 823), 
the Administrate may; 4 

(1) Suspend the registration pursuant 
to section 304(a) of the Ant (31 TX&a 
B24(a)) for any period of time, 

(2) Bevoke the registration pursuant 
to seotion 304(a) of the Act (21 TT.S.O. 
B24(a», 

(b) tfor any registration issued under 
section 1GG8 of the Aofc (21 ff.S,a. 36B)> 
the Administrator may: 

(1) Suspend the registration pursuant 
to section 1008(d) of the Aot (31 XS.B& 
958[d)) for any period of time, 

(3) Revoke the registration pursuant 
to eeofcion 1008(d) of the Act (21 tf,S.O. 
8B8(d)) if he/ahe determines that suoh 
registration' 1b Inconsistent with to 
public interest as defined in section 
100B or with the United States obliga- 
tions under international treaties, con- 
ventdonBj or protocols in effect on Oc- 
tober IS, 1S84* 

(o) Ths AdnnniBtrator m&y limit the 
revocation or suspension of a register 
tion to the particular controlled sub- 
stance, or substances,- with respect to 
which grounds for revocation or sus- 
pension exist, 

(d) Before revoking or suspending' 
any registration, the Administrator 
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shall issue an order to sho^r cause pmv 
suant to §1301,37 and, if requested by 
the registrant, shall hold a hearing 
pursuant to §1301.41. 

(e) 'Eha Administrator may suspend 
any registration simultaneously with 
or at any time subsequent to the serv- 
ice upon the registrant of an order to 
ahow cause why such registration 
should not be revoked or suspended, in 
any case where he/she finds that there 
ia an imminent dagger to the public 
health or safety. If the Administrator 
so suspends, he/she shall serve with the 
order to show cause pursuant to 
S 1301.3V an ordar of immediate suspen- 
sion wnish. snail contain a statement of 
his findings regarding: the danger to 
public health or safety, 

(f) Upon servloB of the order of the 
A&niniatrator suspending or revoking 
registration, tha registrant snail im- 
mediately deliver his/her OertifioatB of 
Begistration, any order forms, and .any 
Import or export* parniita in his/her pos- 
session to the nearest omoe of the Ad- 
ministration* 33ie suspension or rev- 
oeation of a registration ehall suspend 
or revoke any individual manufac- 
turing or proouremonfc o:uota fixed for 
the registrant pursuant to parti 1303 of 
this chapter and any import or export 
permits issued to the registrant pursu- 
ant to part 1812 of this ahapter. ALao, 
upon service of the order of the Admin- 
istrator revolciiig' or suspending reg- 
istration, the registrant shall, as in- 
structed by the Administrator; 

(1) Deliver all controlled substances 
in his/her possession to the nearest of- 
fice of "the Administration or to an- 
thoiisod agents of the Administration; 
or 

(2) Flaae all controlled substances in 
his/her possession under seal as de- 
scribed in sections 304(f) or 100Q(dX6) of 
the Aat && U.aC, 834(f) ar B6B(d)(6)). 

(&) In the event that revocation or 
suspension ia limited to a particular 
oontrollsd aubstanoe or substances, the 
registrant shall be given a ne^r OsrttCL- 
cate of Begifitration for all substances 
not affected by such revocation or sus- 
pension; no fee shall be required to bs 
paid for the new Certificate o| Beg- 
isfcratlon. TOlq registrant shall deliver 
the old Oertlftoats of Begistration -and, 
if appropriate, any order forms in bio/ 
her possession to the nearest ofnae of 
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the AfiminlstratlOB. The suspension or 
revocation of a registration, when lim- 
ited to a particular "basic class or class-* 
es of controlled substances, shall sus- 
pend or revoke any individual manu- 
facturing or procurement quota fixed 
for the registrant for such class or 
classes pursuant to part 1303 of this 
chapter and any import or export per- 
mits issued to the registrant for such 
class or classes pursuant to part 1313 of 
this chapter. Also, upon service of the 
order of the Administrator revoking or 
EmEpimalag' registration, the registrant 
shall, as instructed by the Adminis- 
trator: 

(1) Beliver to the nearest office of the 
Admlnlatratioii or to authorised agents 
of the AdminiBtratioiL all of the par- 
ticular controlled substance or sub- 
stances affected by the revocation or 
suspension which are in hlB/her posses- 
sion; or 

(2) Place all of such substances under 
seal as described in sections 304(f) or 
958(d)(6) of the Act (31 US.O. 824(f) or 
96B(d)(B)). 

Ch) Any suspension shall continue in 
effect until the conclusion of all pro- 
ceedings upon the revocation or sus- 
pension, including any judicial review 
thereof, unless sooner withdrawn by 
the Administrator or dissolved by a 
court of competent iurisdiotion. Any 
registrant whose registration is sus- 
pended under paragraph (e) of this sec- 
tion may request a hearing o& the rev- 
ocation or suspension of his/her reg- 
istration at a time earlier than speci- 
fied in the order to show cause pursu- 
ant to S1SGL37. This request snail be 
granted by the Administrator, who 
shall fix a date for such hearing as 
early as reasonably possible. 
* (i) In the event that an applicant for 
reregistration (who is doing business 
under a registration previously granted 
and not revoked or suspended) has ap- 
plied for reregiBtrauton at least 45 days 
before the date on which the existing 
registration is due to empire, and the 
Administrator has issued no order on 
the application on the date on which 
the existing registration is due to ex- 
pire, the existing registration of the 
applicant shall automatically be ex- 
tended and continue in effect until the 
date on which the Administrator so 
issues his/her order, Ike Administrator 
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may extend any other existing reg- 
istration under the ciroumstancBB con- 
templated In this section even though 
the registrant failed to apply for rereg- 
istration at least 4$ days before expira- 
tion of the existing registration, with 
or without request by the registrant, if 
the Administrator finds that such ex- 
tension is not inconsistent with the 
publio health and safety, 

[62 FE 159GB, IteX. 23, 1997] 

§ 1S01*S7 Order to show cause. 

(a) If, upon examination of the appli- 
cation for registration from any appli- 
cant and other information gathered 
by the Administration regarding the 
applicant, the Administrator is unable 
to make the determinations required 
by thB applicable provisions of section 
SD8 and/or section XOOB of the Act (21 
"tXS.C. S23 and 868) to register the appli- 
cant, the Administrator shall serve 
upon the applicant an order to show 
cause why the registration should not 
he denied* 

(b) If, upon Information gathered by 
the Administration regarding any reg- 
istrant, the Administrator determines 
that the registration of such registrant 
is BUbJeot to suspension or revocation 
pursuant to section 804 or section lflOB 
of the Act (SI T7.S.CX B24 and 958), the 
Administrator shall serve upon the reg- 
istrant an order to show cause why the 
registration should not be revoked or 
suspended, 

(o) Ine order to show cause shall call 
upon the applloant or registrant to ap- 
pear before the Administrator at a 
time and place stated in the order, 
which shall not be less than 3D days 
after the date of receipt of the ordeiy 
The order to show cause shall also con- 
tain a statement of the legal basis for 
such hearing and for thB denial, revoca- 
tion, or suspension of registration and 
a summary of the matters of fact and 
law asserted, 

(d) Upon receipt of an order to show 
cause, thB applicant or registrant 
must, if he/she desires a hearing, file a 
request for a hearing pursuant to 
§ 1801,43 . If a hearing is requested, the 
Administrator shall hold a hearing at 
the time and place stated in the order, 
pursuant to I1SGL4X, 
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(e) When authorised by She Adminis- 
trator, any agent of the AdmiirlBtra- 
tlon may serve the order to show 
cause. 

[62 OTL 33955, Mar. 24, HWJ 

HBAKTHGS 

§ 1801,41 HearhigB generally. 

(a) In any case "where the Ad ratals- 
, trator shall hold a hearing on any reg- 
istration or application therefor, the 
procedures for such hearing* shall he 
governed generally by the adjudication 
procedures set forth in the Administra- 
tive Procedure Aat (6 TJ.B.O. 5B1-S6B) 
and specifically by sections 308, &}4, 
and 1008 of the Act (SI TJ t S*0. 825-624 
and 658), by BHflUMSOLtf of t£tals 
part, and by the procedures for admin- 
istrative hearings under the Act set 
forth in §§1316.41-1316.67 of this chap- 
ter. 

(b) Auy hearing' under this part shall 
be independent of, and not in lieu of; 
criminal prosecutions or other pro- 
oeedinge under the Act or any other 
law of the United (States. 

£63 FE I39E6, Mar. 34, IBStf] 

§1301.42 Purpoee of hearing. 

If recreated by a person entitled to a 
hearing:,, the Administrator shall hold a 
hearing for the purpose of receiving 
factual evidence regarding the issues 
Involved in the denial, revocation, or 
suspension of any registration, and the 
granting of any application for reg- 
istration to Import or to xnanuiaoture 
in bullr a basic class of controlled sub- 
stance listed in Schedule I or XL Brben- 
eive argument should net be offered 
into evidence but rather presented in 
opening or closing statements of coun- 
sel or in memoranda or proposed find- 
ings of fact and conolusions of law. 

[62 FR 13956, Mar. 24, 1B97] 

§1301.43 Bequest for hearing or ap- 
pearance; waiver. 

(a) Any person entitled to a hearing 
pursuant to 11801.82 or §§13&1.94-1S01.3S 
and desiring a hearing shall, within 30 
days after the date of receipt of the 
order to show cause (or the date of pub- 
lication of notice of the application for 
registration in the tfanER&E* Bmmm 
in the case of §1901.34), Hie with the 
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Administrator a written' request for a 
henring- in the form prescribed In 
§1316.47 of this chapter. 

(b) Any pBrson entitled to participate 
in a h,earing pursuant to §1301.34 or 
51591.35(b) and desiring to do bo shall, 
within 30 days of the date of publica- 
tion of notice of the request for a hear- 
ing in the Fedjubai* KBG-ibtsr, file with 
the Administrator a written notice of 
intent to participate In such hearing in 
the form prescribed in §131B*4B of this 
chapter. Any parson filing a request for 
a hearing nBB6. not also file a notioe of 
appearaaice. 

(o) Any person entitled to a hearing 
or to participate in a hearing pursuant 
to §1301.32 or H180LSM31DLSB rnay, 
within the period permitted for iUing a 
request for a hearing or a notioe of ap- 
pearance, file with the Administrator a 
waiver of on opportunity for a hearing 
or to participate in a hearing, together 
with a written statement regarding 
such parson's position on the matters 
of fact and law involved in suoh hear- 
ing, Snoh statement, if admissible, 
shall be made a part of the record and 
shall bo considered in light of the lack 
of opportunity for oraKa-e^omimtion in 
determining the weight to be attached 
to matters of foot assarted therein. 

(d) If any person entitled to a hearing 
or to participate in a hearing pursuant 
to §1B01.32 or §§13Q1^4»1S0LB6 fails to 
Hie a request for a hearing or a notice 
of appearance,, or iX snoh person so files 
and fails to appear at the hearing, euoh 
person Bhall be deemed to have waived 
the opportunity for a hearing or to par- 
tloipate in the hearing, unless suoh 
person shows good cause for suoh fail- 
ure. 

(e) K all persons entitled to a hearing 
or to participate tu a hearing waive or 
are deemed to waive their opportunity 
for the hearing or to participate in the 
hearing, the Administrator may cancel 
the hearing, if scheduled, and issue his/ 
her Una! order pursuant to §1301.46 
without a hearing. 

m FE 13956, 3VfcX, 84, 1597? 



t 






Case 1 :06-cv-00966-CKK Document 46 Filed 06/1 3/2006 Page 37 o&l 



2 36 



Drug Enforcement Administration, Justice 

§1301*44 Burden of proof. 

(a) At any bearing on an application 
to manufacture any controlled sub- 
stance listed in Schedule X or n, the ap- 
plicant shall have the burden of prov- 
ing that the requirements for Buck reg- 
istration pursuant to section 303(a) of 
the Aot (21 TJ.S.O, 823(a)) are satisfied. 
Any other person participating in the 
bearing pursuant to § 1501.36(b) shall 
have tbe burden of proving a»y propo- 
sitions of fact or law assarted by snob 
person in -the Rearing. 

(b) At any bearing on tbe granting or 
denial of an applicant to be registered 
to conduct a narcotic treatment pro- 
gram or as a compounder, the -appli- 
cant ohall have the burden of proving 
that the re^uiremente lor each, reg- 
istration pursuant to aeotlon 303(g) of 
the Aot (21 TXS.C. 623(g)) are satisfied, 

(c) At any bearing on tbe granting or 
denial of an application, to be reg- 
istered to import or export any con- 
trolled substance listed in Schedule I 
or H> tbe applicant snail nave the bur- 
den of proving that the requirements 
for such registration pursuant to sec- 
tions 100B(a) and (d) of the Act (21 
IT.S.CL 658 (a) and (d)) are satisfied. Any 
other person participating in tbe bear- 
ing pursuant to §1301.34 shall nave -She 
burden of proving any propositions of 
fact or law asserted by him/her in the 
hearings. 

(d) At any other hearing for the de- 
nial of a registration, the Administra- 
tion shall have the burden of proving 
that tbe requirements for Buob reg- 
istration pursuant to section 308 or sec- 
tion 1008(c) and (d) of the Act (21 TJ.B.O, 
823 or B5B(o) and (d)) are not satisfied, 

(e) At any bearing for the revocation 
or suspension of a registration, the Ad- 
ministration shall have the burden of 
proving that tbe requiremanta for suoh 
revocation or suspension pursuant to 
BBotkm 304(a) or section 1008(d) of the 
Act (ai TXS.C, 834(a) or 868(d)) are satie- 
fled. 

[62 FR 13Q5&, Mat, &, 1S973 

§ 1301.45 Tune and ythiGz of bearing* 

$he bearing will commence at tbe 
place and time designated in the order 
to show cause or notice of hearing pub- 
lished in the Federal Rebismr, (unless 
Expedited pursuant to §l30L36(h)) but 
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thereafter it may be moved to a dif- 
ferent plaoe and may be continued 
from day to day or recessed to a later 
day without notice other than an- 
nouncement thereof by tbe presiding 
officer at tbe hearing, 

[52 F& 13966, Mar, 24, W7} 

51301.46 Final order. 

As soon as practicable after tbe pre- 
siding ofUcer has certified the record 
to the Administrator, the Adminis- 
trator shall Issue hie/her order on tbe 
granting, denial, revocation, or suspen- 
sion of registration* Xn the event that 
an application for registration to im- 
port or to rnanufaoture In buUr a baaio 
class of any controlled substanoe Hated 
in Schedule 1 or H is granted, or any 
application for registration is denied, 
or any registration Is revotad or sus- 
pended, the order shall include the 
findings of fact and conclusions of law 
upon which tbe order is based, The 
order shall specify the date on which it 
shall take effect. Tbe AdmlniHtrator 
shall serve one copy of bis/her order 
upon each party In the bearing, 

[82 WE 13955, Mar. », IW1) 

Monmo&rxoH, 3?&aisajm and 

0?BHMn^ATIOK OF B^IBmAmON 

§ 1301*51 Modification in registration. 

Any registrant may apply to modify 
his/her. registration to authorise tbe 
handling of additional controlled sub- 
stances or to cbange his/her name or 

address, by submitting a letter of re- 
quest to the Begtetration tfnit, Drug 
Enforcement Administration, Depart- 
ment of Justice, Post Offios Box 2B0B3, 
Dentral Station, Washington, EC 20005. 
Tbe letter shall contain tbe reg- 
istrant's name, address, and registra- 
tion number as printed on the certifi- 
cate of registration, and tbe substances 
and/or schedules to be added to bis/her 
registration or the new name or ad- 
dress and shall be signed in accordance 
with B130U3O). If tbe registrant is 
seeking to handle adoltional controlled 
substances listed in Schedule I for tbe 
purpose of research or instructional ac- 
tivities, he/she shall attach three cop* 
las of a research protocol describing 
each research project involving the ad- 
ditional substances, or two copies of a 
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taut and duration of such InBtroo- 
UohbI activities, as appropriate. No fee 
ahall be required to be paid for the 
modification. The request for moilirlca- 
tioa shall "be handled in the same man- 
ner as &n application tor registration. 
If the modification In registration 1b 
approved, the Administrator shall isims 
a new certificate of registration (DBA 
Farm 223) to the registrant, who ahall 
maintain it with the old certificate of 
registration until expiration, 

[62 WB 239B0, Mar* 34, OTH 

$130L52 Termination of registration 
transfer of rejgistration? mifcrihutioii 
upon discem&xmance oxbueia&ee. 

(a) Except as provided la paragraph 
(c) of this seofcion, the registration of 
any parson shall tsrmiuata if and when 
such person files, ceases legal exist- 
ence; or discontinues business or pro- 
fessional practice. Any registrant yfao 
ceases legal existence or tooonttnues 
business or professional practice shall 
notify the Administrator promptly of 
such, fact, 

(b) No registration or any authority 
conferred thereby shall be assigned or 
otherwise transferred except upon such. 
conditions as the Administration may 
specifically designate and then only 
pursuant to written consent. Any per- 
son seeldng authority to transfer a reg- 
istration shall submit a written re- 
quest, providing full detailB regarding 
the proposed transfer of registration, 
to the Deputy Assistant Adrniniatrutor, 
Of&oe of Diversion Control, Drug Bn- 
foroement Administration, Department 
of Justice, Washington, DO 2D5S7, 

(o) Any registrant' desiring to dis- 
continue business activities altogether 
or with respect to controlled sub- 
stances (without transferring suoh 
business activities to another person) 
shall return for cancellation his/her 
certi#o&tB of registration, and any 
unexecuted order forinB in his/her pos~ 
session, to the Begistration Unit, Drug 
Enforcement Admin totratlon, Depart- 
ment of Justice, Post Offloe Box 26083, 
Central Station, Washington, DO 2D006. 
Any controlled substances tn his/her 
possession may be disposed of in ac- 
cordance with 51307*51 of this chapter, 

(0) Ax^ registrant deairiug to dis- 
continue business activities altogether 



21 CFR CMI <d~1-D5 Edlilon) 

or with raepeot to controlled substance 
(by transferring such business aotivi* 
ties to another person) ahall submit in 
person or by registered or certified 
mail, return receipt requested, to the 
Special Agent in Charge la hle/hsr 

* area, at least 14 days in advance of the 
date of the proposed transfer (tmlesa 
the Special Agent in Oharge waives 
this time limitation in individual in- 
stances), the following information; 

0) Ths name, address, registration 
number, -and authorised business activ- 
ity of the registrant discontinuing the 
business (registrant-transferor); 

(2) The name, addre&a, registration 
number, and authorised business activ- 
ity of the parson acquiring the business 
(registrant-transferee); 

(3) Whether the business activities 
will be continued at the location reg- 
istered by the person discontinuing 
business, or moved to another location 
(if the latter, the address of the new lo- 
cation should be listed); 

(*) Whether the reglBtrant-transieror 
has a quota to manufacture or procure 
any controlled substance listed in 
Schedule I or It (if so, the basic olass or 
class of the substance should be indi- 
cated); and 

(6) The date on which the transfer of 
controlled substances will occur* 

(e) TJnlees the registrant-transf eror is 
informed 'by the Special Agent in 

* Charge, before the dats on which the 
transfer was stated to occur, that the 
transfer may not occur, the reglstrant- 
traneferor may distribute (without 
bslng registered to distribute) con- 
trolled substances In his/her possession 
to the regietoat-transfereo in accord- 
ance with the following; 

(1) On the date of transfer of the con- 
trolled substances, a complete inven- 
tory of all controlled substances being 
transferred shall be takes in accord- 
ance VTith S1B9111 of this chapter. This 
inventory shall serve as the tlnal in- 
ventory of the registrant-transferor 
and the initial Inventory* of the rsg- 
istrant-tranaf eree, and a oopy of tbe in- 
ventory shall be included in the records 
of eaoh person* It shall not be nec- 
essary to 151b a oopy of the inventory 
with the Administration unless re- 
quested by the Speoial Agent in 
Charge* *Eranfifers of any substanoes 
listed In Schedule I or U shall require 
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the use of order forms In accordance 
wlik port 1805 of this chapter. 

(2) On the date of transfer Df the con- 
trolled sufcatanoes, all records required 
to ba kept by the registrant-transfercr 
with reference to the controlled sub- 
stances being- transferred, under part 
1304 of tibia chapter, shall "be trana- 
Xerrad to Utie regjuafn^t-transferee. Re- 
sponsibility for the accuracy of records 
prior to -the date of transfer remains 
with the transferor, but responsibility 
for custody and maintenanoe shall be 
upon the transferee. 

(3) fci the case of registrant required 
to mate reports pursuant to part 1304 
of this chapter, a report marked 
"Filial** will be prepared and submitted 
by the registrar-transferor showing 
the disposition of all the controlled 
substances for wtoiah a report 1b re- 
quired; no additional report will be re- 
quired from him, If no further trans- 
actions involving controlled substanoea 
are cosmuramated by him. The initial 
report of tbe rogistrant-transfereB 
shall account for transactions begin- 
ning with the day next succeeding the 
data of discontinuance or transfer of 
business by the tranaferor-registrant 
end the substances transferred to bim 
shall be reported as receipts in. Ma/her 
initial report. 

: tea J5!R 13357* Mrt. B4, Ifltf] 

SttHAl Seourtty reqiuremenia gen- 
erally. 

(a) All applicants and registrants 
aball provide 'e£feotlVB controB and 
procedures to grua*d ag&iost theft and 
diversion of controlled substances. In 
order to determine whether a reg- 
istrant ban provided effective controls 
against diversion, the Adnuniatrator 
aball nae the security requirements aet 
forEh in §§;lBQa,7B~13Dl,7B as standards 
for the physical security controls and 
operating procedures necessary to pre- 
vent diversion, H&tariala and oonstrao- 
tlon which will provide a steiolmral 
equivalent to tbe physical security 
controls est forth in §§1301,72, 1301.73 
and 1801,75 may be used is lien of the 
materials and construction described 
In thosB sections, 

(b) Substantial compliance with tha 
standards set forth In §§1301.72-1301.75 
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may be deemed sufiioiBnt by the Ad- 
ministrator after evaluation of the 
overall security system and needs of 
the applicant or registrant. In evalu- 
ating the overall security system of a 
registrant or applicant, the Adminis- 
trator may oonsider any of the fol- 
lowing factors as he may deem relevant 
to the need for atrlot compliance with 
security requirements; 

CI) *Tne type of activity conducted 
(e.g M processing of bulk cbemioals, pre- 
paring dosage forms, packaging* label- 
ing, cooperative buying, etc.); 

(2> ¥bs> type and form of controlled 
substanoes handled (s*g., bulk lignifls 
or dosage units, usable powders or non- 
unable powders); 

(3) The quantity of controlled sub- 
stances handled; 

(4) l!he location of the premises and 
tfce relationship such location beara on 
security needs; 

(5) Ehs type of building construction 
comprlBing the iaoiHty and the general 
obaxaoteristioB of the building or build- 
ings; ' 

(6) ^he type of vault, sal e t and secure 
enclosures or other storage system 
(e.g., automatic storage and retrieval 
system) used; 

(?) 33i& type of closures on vaults, 
Baf as, and secure enclosures; 

(B) ^Ehe adequacy of key control sys- 
tems and/or combination lock oontrol 
systems; 

(&) ThB adetraacy of electric detection 
and alarm systems, if any including 
use of supervised transmittal linea and 
standby power sources; 

(10) The extent of unsupervised public 
access to the facility, including the 
presence and obaracterieMoa of perim- 
eter fencing, if any; 

01) *Bie adequacy of supervision over 
employees having aooaaa to manufac- 
turing and afcorage areas; 

(12) The procedures for handling busi- 
ness guests, visitors, maintenance per- 
sonnel, and nouemployee aervioe per- 
sonnel; 

(13) The availability of local police 
protection or of the registrant's or ap- 
plicant's security personnel; 

(14) 3&s adequacy of the registrant's 
or applicant's system -for monitoring 
the recBipt, manufacture, distribution, 
and disposition of controlled sub- 
stances in its operations; and 



36 



A.R- 38 






i 



Case 1 :06-cv-00966-CKK Document 46 Filed 06/1 3/2006 Page 40 §^19 3 9 





§1301,72 

(16) The applicability of the security 
requirements contained In all Federal, 
State, and local laws and regulations 
governing* the management of waste. 

(o) When physical security control** 
become inadequate as a result of a con- 
trolled substance "being transferred to a 
different schedule, or as a result of a 
noncontrolled substance being listed on 
any schedule, or aa a result of a signift- 
cant increase in the quantity of con- 
trolled substanoes in the possession of 
the registrant airing normal business 
operations, the physical security con- 
trols shall, be expanded and extended 
accordingly. A registrant may adjust 
physical security controls within the 
requirements set forth in §§1301.73- 
130L76 when the need for such controlB 
decreases as a result of a controlled 
substance being transferred to a dif- 
ferent schedule, or a result of a con- 
trolled substance being removed from 
control, or as a result of a significant 
deoreaae in the quantity of controlled 
subBtanoes in the possession of the reg- 
istrant during normal business oper- 
ations* 

(d) Any registrant or applicant desir- 
ing to determine whether a proposed 
security system substantially complies 
with, or is the structural equivalent of, 
the requirements sat forth in §§ 1301.7&- 
1801*76 may submit any plans, blue- 
prints, sketches or other materials re- 
garding the proposed security system 
either to the SpBoial Agent in -Charge 
In the region in which the system will 
bB need, or to the inversion Operations 
Section, Drug JSnforcement Adminis- 
tration, Department of Justice, Wash- 
ington BO 20537. 

(e) Hbysical security controls of loca- 
tions registered under tine Harrison 
Narcotia Act or the Narcotics Manufac- 
turing Act of 1030 on April SO, 1B71,' 
shall be deemed to comply substan- 
tially with the standards set forth in 
§§1S01.72, 1301.73 and 1301.75. Any new 
facilitieB or work or storage areas con- 
structed or utilised for controlled sub- 
stances, which facilities or work or 
storage areas have not been previously 
approved ^y the Administration, shall 
not necessarily be deemed to comply 
substantially with the standards set 
forth in §§1S0L72, 1301,73 and 1301.75, 
notwithstanding that such facilities or 
work or storage areas have physioal se- 
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ourity controls similar to those pre- 
viously approved by the Administra- 
Mom 

[36 m 18729, Sept, 21, 1971. E&aasi£natea at 
Sfl FR 23809, Sept. 34, 1373, and amended at 40 
m 2B841, May 29* 1381; 47 FR 41735, Sept. 32, 
1983; 61 FR 5319, Fob, 13. 15B6; SB FR 41238, 
July 11, 2003} 

§ 1301.72 Hryaical eeonrity controls for 
non-pracferonersj nnrcotio treat* 
jnent programs end compounders 
for narcotic treatment prog rams ; 
storage areas. 

(a) SahG&ules I and IL Raw material, 
bulk materials awaiting further proc- 
essing, and finished products which are 
controlled substances listed in Sched- 
ule I or IE (except GHB that is manu- 
factured or diBtrlbutBd in accordance 
with an ex emption under section BQ5(i) 
of the ITFDOA which, snail bs subject to 
the requirements of paragraph (b) of 
this section) shall be stored in one of 
the following secured areas: 

(1) Where small quantities permit, a 
safe or steel cabinet; 

(1) "Wnlcn safe or steel cabinet shall 
have the following specifications or the 
equivalent: 30 man-minutes against 
surreptltilouB entry, 10 man-minutes 
against forced entry, flO man-hours 
against look manipulation, and 20 man* 
hours against radiological techniques; 

(11) TOrioh safe or Bfeeel cabinet, if it 
weighs less than 760 pounds, is bolted 
or cemented to the floor or>wall In suoh 
a way that It cannot be readily re- 
moved; and 

(Hi) Which safe or steel cabinet, if 
necessary* depending 1 upon the quan- 
titles and type of controlled eubBtanoes 
stored, is equipped with on alarm sys- 
tem which, upon attempted unauthor- 
ised entry, shall toensmit a signal di- 
rectly to a central protection company 
or a local or State polioe agency which 
has a legal duty to respond, or a Si- 
hour control station operated by the 
registrant, or suoh other protection as 
the Administrator may approve. 

(2) A vault constructed before, or 
under construction on, September 1, 
1971, wbloh is of substantial construo- 
feion with a steel door, combination or 
key lock, and an alarm system; or 

(8) A vault constructed after Sep- 
tember 1, 1B71: 

(1) Ths walls, floors, and ceilings of 
which vault are constructed of at least 
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8 inches of reinforced concrete or other 
BubBtantial maaoniy, reinforced 
vertically and horizontally with &-inch 
steel rods tied 6 laches on center, or 
the structural equivalent to such rein- 
forced walls, floors, and ceilings; 

(11) The door and frame unit of which 
vault shall conform to the following 
specificationa or the equivalent: 30 
man-minutes against surreptitiouB 
entry* M maaa-minntBB against forced 
entry* 20 man-hours against look ma- 
nipulation, and 20 man-hours against 
radiological t^ahniquea; 

(ill) Which vault, if operations re- 
quire It to remain open for frotraent ac- 
cess, is equi&psil ^tih a "day-gate" 
which Is self-closing said sett-looking, 
or the equivalent, for use during the 
hours of operation In which the vault 
door la open; 

Civ) The walls or perimeter of which 
vault are stjuipped with an alarm, 
which upon tumuthorteed entry shall 
transmit ft signal directly to a central 
station protection oompany, or a local 
or State police agency which has a 
legal duty to respond, or a 24-honr con- 
trol station operated by the registrant, 
or such other protection aa She Attain,- 
ietrator may approve, and, If nec- 
essary, holdup buttons at strategic 
points of entry to the perimeter area of 
the vault; 

(v) The door of which vault is 
equipped with contact switches; and 

(vf) Which vault has one of the fol- 
lowing: Cota£letB electrical lacing of 
the walls, floor and ceilings; sensitive 
ultrasonic egjolpment within the vault; 
a sensitive strand accumulator system; 
or such other device designed to detect 
illegal entry as may be approved by the 
Administration* 

(b) Sche&utes III, IV and V. Kaw mate* 
rial, hulli materials awaiting further 
processing, and finished products which 
are controlled substancea listed in 
Schadulos Ht, IV, and V, and &HB when 
it is manufactured or distributed in ac- 
cordance with an exemption under sec- 
tion BDS(i) of the PP3DOA, shall be 
stored In the following secure storage 
areas; 

(X) A safe or steel cabinet as de- 
scribed In paragraph (a)(1) of this bbc- 
tion; 

(2) A vault as described In paragraph 
(a)(2) or (3) of this section straippBd 



with an alarm system as desoribed in. 
paragraph (b)(4)(v) of this section; 
, (3) A building used for storage of 
BchDduloB BX through V controlled sub- 
stances with perimeter security which 
limits access during working hours and 
provides eecurity after working hours 
and meets the following epectSmtioiiE: 
(i) Has an electronic alarm system as 
described in paragraph (b)(4)(v) of this 

section, 

(ii) Is equipped with eali^closmg, self- 
looking doors constructed of HubBtan- 
taa! material commensurate with the 
type of building construction, provided, 
however, a door which is kept closed 
and locked at all times when not in use 
and when in use is kept under direct 
observation of a responsible employee 
or agent of the registrant is permitted 
in lieu of a Belf-closing, self-locking 
door* Boora may be sliding or hinged* 
Regarding hinged doors, where hinges 
are mounted on the outside, such 
hinges shall be sealed, welded or other- 
wise constructed to inhibit removal. 
Looking deviaes for such doors shall be 
either of the multiple-position com- 
* bination or key look typo &sd: 

(o) In the case of key looks, shall re- 
quire key control which Umita access 
to a limited number of employees, or; 

(b) In the case of combination locks, 
the combination shall be limited to a 
minimum number of employees and 
can be changed upon termination of 
employment of an employee having 
knowledge of the combination; 

(4) A cage, located within a building 
on the premises, meeting the fallowing 
specifications: 

(i) Having walls constructed of not 
less than No* 10 gauge steal fabric 
mounted on steel posts, whioh posts 
are, 

(a) At least one inoh in diameter; 

(b) Set in oonorete or Installed with 
lag bclta that are pinned or biased; and 

(c) "Which are placed no more than 
ten feet apart with horizontal one and 
one-half inch reinforcements w&ry 
sixty inches; 

(11) Having a mesh construction with 
openings of net more than two and one- 
half inches across the square; 

(ill) Having a celling constructed of 
the same material, or in the alter- 
native, a cage shall be erected which 
reaches and is securely attached to the 
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' structural ceiling of the building* A 
lighter gauge mesh may be used for the 
ceilings of large enclosed areas If walls 
are at least 14 feet la height, 

(pr) la Quipped with a door con* 
straoted of No, 10 gauge stsol fabric on 
a metal door frame In a* metal door 
flange", and in all other respects con- 
forms to all the requirements of 21 OHB 
130X.7aCb)Ca)(ii) r cud 

(v) Us eoaippBd with an alarm system 
which, npon Tmauthorised entry shall 
transmit a signal directly to a central 
station protection agency or a looal or 
state police agency, e&oh having a 
legal duty to respond, or to a S£-hour 
control station operated by the reg- 
istrant, or to suoh other source of pro- 
tection as the Administrator may ap~ 
prove; 

(5) Ail enclosure of masonry or other 
material, approved ia siting; b^ the 
, Administrator ae providing security 
comparable to a cage; 

(G) A building or enclosure within a 
building 1 which has bean Inspected and 
approved by DEA or its predecessor 
agenoy, BKD, and continues to provide 
adequate security against the diversion 
of Schedule HI through Y controlled 
substances, of which fact written ao~ 
taiowleugment has been made hy the 
Special Agent in Charge of D&A for the 
area in which each- building or enclo- 
sure is situated; 

(7) Such other secure storage areas as 
may be approved by the Administrator 
after considering the factors listed la 

SiaomcM; 

(8)Ci) Schedule HI through Y con- 
trolled substances may bB stored with 
BohBdules I and H controlled sub- 
stances under security measures pro- 
vided by 21 OFB> 1301.72(a); 

(11) Non-controlled drugs, eubst&ncaB 
and other materials m&y be stored with 
Schedule 331 Ittreougn. V controlled sub- 
stances in any of the seoure storage 
areas required by 21 Olftt 1301.72(b), 
provided that permission for such stor- 
age of non-controlled items is obtained 
ta advance, in writing, from the Spe- 
cial Agunt in Charge of D33A for the 
area in which such storage area Is situ- 
ated. Any such permission tendered 
must be upon the Special Agent In 
Charge's written determination that 
audi non-segregated storage does not 
security effBottveneBs for 
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Schednlea XH through Y controlled sub- 
stances. 

(c) Multiple storage arms. Where obv- 
era! types or classes of controlled sub- 
stances are handled separately by the 
registrant or applicant for different 
purposes (e.g., returned goods, or goods 
in process), the controlled substances 
may be stored separately, provided 
that eaoh storage area complies with 
the reojiiremssrts set forth in this sec- 
tion* 

(d) Accessibility to storage areas. The 
controlled substances storage areas 
ahall be accessible only to an absolute 
minimum, number of specifically au- 
thorised employees. 'When it Is nec- 
essary for employee maintenance per- 
sonnel, nanemployee maintenance per- 
sonnel, business guests, or visitors to 
be present in or pass through con- 
trolled substances storage areas, the 
registrant shaft provide for adeouats 
observation of the area by an employee 
specifically authorised in writing, 

m PB 1BVB0, Bept. 21, 1B71, w lunanded at 37 
FR 16&1B, Aug. a» 1S72. Eeaeafgnatfid at 38 TEL 
SBS09, Bept 34. 3872J 

BDrrcBiAi* u&m For J^sDsaAL Reoietbr ci~ 
tatiariB affecting 513GL72, 00c tho lAst of CTO 
Sections Affected, whloh appear* in the 
Finding Aida pootion of tiio printed volume 
and on &PO Aoaaaa 

& 1301*73 Physical security controls for 
Jnon*praotliianetB; compounders for 
narcotic ixeafcment programs; man- 
rcnoctoxiog and compounding areas. 

All manufacturing activities (includ- 
ing processing, paclcaglng and labeling) 
involving controlled subateaio&B listed 
in any schedule and all activities of 
compounders shall be conduoted in ac- 
cordance with the following; 

(a) AH in-process substances ahall be 
returned to the controlled substances 
storage area at the termination of the 
process. H the prooe&a is not termi- 
nated at the end of a workday (eacoept 
where a continuous process or other 
normal manufacturing operation 
should Hot be Interrupted), the proo* 
esBing area or tanlis, vessels, bins or 
bulk containers containing Budk sain 
stances ahall be securely looked, with 
adequate security for the area or build- 
ing. 32 stich security requires an alarm, 
such alarm, upon unauthorized entry, 
shall transmit a signal directly to a 
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§1301*74 



oentral station protection company, or 
local or state police agency which has 
a, legal duty to respond, or a 24-hour 
control station operated by the reg- 
istrant. 

(b) Manufacturing activities with 
controlled subutanaea shall be oon- 
ducted to an asaa or areas of dearly de- 
fined limited, access wbiah is tinder sur- 
veillance by an employes or employees 
designated in writing as responsible for 
the area, "Limited acoesa" maybe pro- 
Tided, in the absence of physical divid- 
ers such as walls or partitions* by traf- 
fic oontrol lines or restricted space des- 
ignation. *Hh& employee designated as 
responsible for the area may bB en- 
gaged in the particular manufacturing 
operation being conducted: Provided, 
That he is ahle to provide oontinuous 
surveiHanoe of the area in order that 
unauthorised persona may not enter or 
leave the area -without his knowledge, 

(o) During the* production of con- 
trolled substances, the irjanufaoturing 
areas shall be accessible to only those 
employees required lor efficient oper- 
ation, When It is neoeaa&ry for em- 
ployee maintenance personnel, non- 
employee maintenance personnel, busi- 
ness, guests, or visitors to be present in 
or pass through inanmTaoturing areas 
during production of controlled sub- 
stances, the registrant shall provide for 
adequate observation of the area by an 
employee specifically authorized in 
writing. 

$0 JTB. 1B731, Sopfc, 21, lB7t EcdBai^natea at 
36 TBL £[», Bopt. 34, 1973 and amsndGd at 39 
PE 37883, Oat 25, 1(374] 

§1301*74 Other security controls for 
nan*practiMoi\ers; *iarct>tic treat- 
ment programs and compounders 
for narcotic treatment programs. 

(a) Before distributing a controlled 
substance to any person who the reg- 
istrant does not know to be registered 
to possess the controlled substance, the 
registrant shall make a good faith in- 
quiry either with the Administration 
or with the appropriate State con- 
trolled substances registration agency, 
iT any, to determine that tha person is 
registered to possess the controlled 
substance, 

(b) *X5ie registrant shall design and 
operate a system, to disclose to She reg- 
istrant suspicions orders of oontrolled 



substances, Eha registrant ahall inform 
the Field division Office of -the Admin- 
istration in his area of suspicions or- 
ders whan discovered by the registrant, 
Suspicions orders include orders of un- 
usual size, orders deviating substan- 
tially from a normal pattern, and or- 
ders of unusual frequency. 

(c) The registrant shall notify the 
Held revision Office of the Adminis- 
tration in his area of any theft or sig- 
nificant loss of any oontrolled sub- 
stances upon discovery of such theft or 
loss. The supplier shall be responsible 
for reporting in-transit losses of con- 
trolled substances by the common or 
contract carrier selected pursuant to 
§lSG1.74(e), upon discovery of such theft 
or loss. ThB registrant ahall also com- 
plete DBA Form 1DB regarding such 
theft or loss. Thefts must ha reported 
whether or not the controlled sub- 
stances are subsequently recovered 
and/or the responsible parties are iden- 
tified and action taken against them* 

(d> The registrant shall not dis- 
tribute any oontrolled substance Hated 
in Schedules H through V as a com- 
pltaantoxy sample to any potential ,or 
current ousfcomar (l) without the prior 
written request of the customer, (2) to 
be ussd only for satisfying the legiti- 
mate medical needs of patients of the 
customer, and (3) only in reasonable 
quantities. Such rarest must contain 
the name, address, and registration 
number of the customer and the name 
and quantity of the specific controlled 
substance desired. Th& request shall be 
preserved by the registrant with other 
records at distribution of controlled 
substances, la addition, the require- 
ments of part 1305 of the chapter shall 
be complied with for any attribution 
of a oontrolled substance listed in 
Schedule E, For purposes of this para- 
graph, the term "aostomer" includes a 
person to whom a complimentary sam- 
ple of a substance is given in order to 
encourage the prescribing or recom- 
mending of the substance by the per- 
son. 

(e) VThen shipping controlled sub- 
stances, a registrant is responsible for 
selecting common or contract carriers 
which provide adequate security to 
guard against in-transit losses. When 
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storing- controlled substances in a pub- 
lic warehouse, a registrant 1b respon- 
sible for selecting a warehouseman 
which will provide adequate security to 
guard against storage loaaea; wherever 
possible* the registrant shall store con- 
trolled aubBtonoes in a public ware- 
bouse which complies with, the require- 
ments aat forth in §1301.73. In addition, 
the registrant shall employ pre- 
cautions (e.g., assuring 1 that shipping 
containers do not indicate that con- 
tents are controlled substances) to 
guard against storage or in-transit 
losses. 

(f) When distributing controlled sub- 
stances through agents (e.g., 
dstailmen), a registrant is responsible 
for providing' and recniring adequate 
security to guard against theft and oi- 
version while the Bubstanaee are being 
stored or handled by the agent or 
agents* 

(g) Before the initial distribution of 
carfentanil etorphins hydrochloride 
and/or dfprenorphlne to any person, the 
registrant must verier that the person. 
1b authorised to handle the sub- 
Btances(s) by contacting the Drug* En- 
forcement Administration. 

Ch) *Ehe acceptance of delivery of nar- 
cotic substances by a narcofcio treat- 
ment program shall bo made only by a 
licensed practitioner employed -at the 
facility or other authorised individuals 
designated in writing. At the time of 
delivery, tihe licensed practitioner or 
other authorked individual designated 
in writing (excluding persons currently 
or previously dependent on narcotic 
drugs), shall sign for the naroDtios and 
place hie specific title (if any) on any 
invoice, Copies of these signed invoices 
shall be kept by the distributor, 

(1) Narootice dispensed or adminis- 
tered at a narcotio treatment program 
-will be dispensed or administered di- 
rectly to the patient by either (1) the 
licensed practitioner, (3) a registered 
nurse under the direction of the li- 
censed practitioner, (3) a licensed prac- 
tical nurse under the direction' of the 
licensed -practitioner, or (4) a phar- 
macist under the direction of the li- 
censed practitioner. 

Q) Persona enrolled in a narcotic 
treatment program will be required to 
wait in an area physically separated 
from the narcotio storage and dia- 
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penaing area. This requirement will be 
enforced by the program physician and 
employees. 

(k) All narcotic treatment programs 
must comply with standards estab- 
lished by the Secretary of Health and 
Human Services (after consultation 
with the Administration) raspaotiag 
the quantities of narcotic dregs which 
may be provided to parsons enrolled in 
a narcotic treatment program for unsu- 
pervised use. 

(I) DBA may ezeroiBe discretion re- 
garding the degree of security reduirsa 
in narootic treatment programs based 
on such factors as the looatdon of a pro- 
gram, the number of patients enrolled 
in -a program and the number of physi- 
cians, staff members and security 
guards. Similarly, buoIi factors will bo 
talcen into consideration when evalu- 
ating existing seourity or requiring 
new seourity at a narcotic treatment 
program. 

m rorrcB, Apr. &, im; 38 im uses* jui^ au 

Offtt, as amended at SB Fa 18m, Sept. m, 
1971, Hedeaignatsa at SB FR 25509, Sept, 5&, 
JS7S} 

Bdetobxal Nom: For FanmAi Rbgibtbb ai- 
tatlcns attesting 51301,75, eae tho List; ofOFR 
Suotions Af&ctea, which appears in tha 
Btofitog Aids geoticm of the printed volume 
and on &FQ Acoeas, 

§ 1801,76 Physical sectucity controls for 
pracfcitHmerB, 

(a) Controlled substances listed in 
Schedule I final! be stored in a securely 
locked, substantially constructed cabi- 
net, 

(b) Controlled substancee listed in 
Schedules U, HX, TV, and V shall be 
stored in a securely locked, substan- 
tially constructed cahfmet* However, 
pharmacies and insidtational practi- 
tioners may disperse such substances 
throughout tb© stock of nonoontroBed 
substances in such a manner as to ob- 
struct the theft or diversion of the con- 
trolled BObstflSKfeS. 

(o) £hia section shall also apply to 
nonpractltioners authorised to conduct 
research or chemical analysis under 
another registration. 

(d) Oarfentanil etorphine hydro- 
ohloride and diprenorphine shall be 
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-i 

stared lit a safe or steal cabinet equiva- 
lent to a U.S. Government oloso V se- 
curity container* 

$9 9& SB7^< Jau KB, 1B74, as amendsd at SD 
FE X7B33, May 21, 1D74; Bi FB 83574, Aug. 16, 
3A80; 62 FE O30fi7, Max. 34, 1897] 

$1301.76 Oiiher security controls for 
practitioners 

(a) The registrant shall not employ, 
as an agent or employee who has access 
to controlled substances, any person 
who has been oonvioted of a felony of- 
fense relating: to controlled substances 
or who, at any time, had an application 
for register ation with the D1SA denied^ 
had, a DBA. registration revoked or has 
surrendered a EHA registration for 
cause. For purposes of this subsection 
-the term "for cause" means a sur~ 
render in Hen of, or as a consequence 
of, any federal or state admintetrative, 
civil or criminal action reuniting from 
an investigation of the individual's 
handling of controlled substances. 

(b) Thn registrant shall notify the 
Held Division Office of the Adminis- 
tration in his area of the theft or Big- 
ntEioant loss of any controlled sub- 
stances upon discovery of Bach loss or 
theft The registrant shall also com- 
plete DBA (or BIND) Form 106 regarding 
snoh loss or theft, 

(c) Whenever the registrant Oiiitrib- 
utse a controlled substance (wttkoufc 
being, registered as a distributor, as 
permitted In §130U3(e)(l) and/or 
5USQ7.11~~1307.12) he/aha rihan comply 
with the requirements imposed on non- 
practitioners in §1301.74 (a), (b), and (&), 

Cd) Central fill pharmacies must com- 
ply with §130l54{e) when seleoting pri- 
vate, common or contract carriers to 
transport filled prescriptions to a re- 
tail pharmacy for delivery to the ulti- 
mate user, When central £11 phar- 
macies oontraot with private, common 
or contract carriers to transport filled 
prescriptions to a retail pharmacy, the 
central fUl pharmacy is responsible for 
reporting in-transit losses npon dis- 
covery of such loss by use of a DEA 
Form 108, Betail pharmacies must com- 
ply with § 1301.74(e) when selecting pri- 
vate, common or oontract carriers to 
retrieve UllBd prescriptions from a cen- 
tral till pharmacy* When retail phar- 
macies contract with private, common 
or contract carriers to retrieve W&& 



§1301-90 

prescriptions from a central fill phar- 
macy, the retail pharmacy Is respon- 
sible for reporting in-transit Iossbb 
upon tocDvery of suoh loss by use of a 
DBA Perm 108. 



C3B im 777B, Apr. 24, 1071, as amends! at S6 
tf& 13731, Sept. 21, B7U 37 3TB 2BS1B, Aug, 8, 
1S72. Bfideeigrated at 38 KB. 20609, Bapa 24, 
1073; m FE €1726, Sept. 23, IW% 6U ffE 88728, 
Aug. 1, -mi] 63 TO 13BB7, Mar. & 1837; 63 M 
37fl)8, June M> 20031 



51301*77 Security consols &r freight 
forwarding* mriHtieK. 

(a) All Sohedule n~V controlled sub* 
stances that will be temporarily stored 
at the freight forwarding facility must 
he either: 

(1) stored in a segregated area under 
constant observation by designated re- 
sponsible indivldnalCe); or 

(2) stored in a eeonred area that 
meets the requirements of Section 
1301.72(b) of this Part. For piarpossfl of 
this requirement, a facility that may 
be looked down (i.e., secured against 
physical entry in a manner consistent 
with requirements of Section 
1301,72(b)(8)(ii) of this part) and has a 
monitored alarm system or is subject 
to continuous monitoring >y security 
personnel will be deemed to. meet the 
requirements of Section 130l.72fb)(3) of 
this Part* 

(b) Access to controlled aubstanoes 
must be kept to an absolute mini mum 
number of apeciftcally authorised indi- 
viduals. Non*authortad individuals 
may not be present in or pass through 
controlled substances storage areas . 
without adequate observation provided 
by an individual authorised in writing 
by the registrant. 

(o) Controlled substonoss being trans- 
ferred through a freight forwarding &v- 
oility must be packed in sealed* un- 
marked shipping containers. 

[66 ER &07B, July IB, 2000; 65 FE MV9, JtOy 
SB, %M1 

PsAjarrrnoKBRs 

§1301,90 Employee screening proce* 
auras, 

It is the position of SEA that the ob- 
taining of certain information by non- 

practitionara 1b vital to fairly assess 
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the likelihood of an employes commit- 
ting a, drug security breach* The ussd 
to 'know this information 1b a matter of 
business necessity, essential to overall 
controlled BUbstanceB security* In this 
regard, it is believed that conviction of 
arimes and umuthorteed use of con- 
trolled substances are activities £hat 
are proper subjects for inquiry. It is, 
therefore, assumed that the following 
questions will become a part of an, em- 
ployer's comprehensive employes 
screening program: 

Question* Within the past five years* have 
yon been oonvioted of el felony, or within the 
past two yBare, of any misdemeanor or are 
you presently formally charged with com- 
mitting a criminal oflannfl? (Bo not include 
any traffic violations* Juvenile offenses or 
military convicUoua, eatcept by general 
court-martial.) If the answer is yea ( furnish 
details of conviction, offfcnae, location, date 
and soutanes. 

Question. In the pant fcbrao years, have yon 
ever Jmowingly used any narcotics, amphet- 
amines or barbituratea, other then thUBO pre- 
scribed to you by & physician? If the answer 
la yea* I Ornish, details. 

Advice, An authorization, in writing, that 
allows Inquiries to be mode of courts and law 
enforcement agendoe for possible pending 
aharges or convictions must he executed ^y a 
parson who is allowed to work In an area 
where aeooss to controlled subdtanoea clear- 
ly arista, A person must be edvtaad that any 
lalae Information or omission of information 
will jeopardise his or her position with re- 
spect; to employment. £he application for 
employment should inform a person that In- 
formation furntehed or recovered ae a result 
of any inquiry will not necessarily preclude 
employment, hut win be considered as part 
of an overall evaluation of the person^ 
qualifications. The maintaining of fair em- 
ployment practteas, the protection of the 
person's right of privacy, and the assurance 
that the resulta of such inquiries will be 
treated by the employer in confidence will be 
explained to the employee, 

C4G 1?E 1*143, Apr. 17, IffTBTJ 

§1301,91 Employee . responsibility to 
report drug divereian* 

Heporte of drug diversion by fellow- 
employees is not only a necessary part 
of an overall employee security pro- 
gram bat also serves the public inter-* 
eat at largo* It is, therefore, the posi- 
tion of D&A that an employee who lias 
knowledge of drag diversion from hia 
employer by a fellow employee has an 
obligation to report suoh information 
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to a responsible security official of the 
employer* The employer shall treat 
such information as confidential and 
shall tafce all reasonable steps to pro- 
tect the confidentiality of the informa- 
tion and 1£he identity of the employee 
famishing information* A failure to re- 
port information of tog diversion will 
he considered in dstexmfotog the feasi- 
bility of continuing* to allow an em- 
ployee to mirk in a drug security area, 
l!he employer ahall inform all employ- 
ees concerning this policy, 

[30 FR 17153 , Apr. 17, WIS} 

§1301.92 Illicit activities by employ- 
ees. 

It is the position of DMA that em- 
ployees who possBBB, sell, nee or divert 
controlled substances will subject 
•taiemserveB not only to State or fed- 
eral prosecution for any Hlloit activ- 
ity, but ahall also - immediately become 
the subject of independent action re- 
g-arding their continued employment. 
The employer will assess the serious- 
ness of the employee's violation, the 
position of responsibility held by the 
employee, past record of employment, 
etc.. in .determining whether to sus- 
pend, transfer, terminate or take other 
action against the employee. 

[40 m, 17140, Apr. 17, 1375] 

§1301.98 Sources of infbrmatiotL far 
employee checks. 

PEA recommends that lnouirieB con- 
cerning employees' criminal records be 
made as follows: 

+ 

Local inquiries, Inquiries ehould be made by 
name, date and place of birth, and other 
identifying information, to local courts end 
law enforcement agencies Tor records of 
pending charges and convictions. Itocal prac- 
tice may require suck inquiries to be made In 
person, rather than by umBt and a copy of an 
authorisation from the employee may be re- 
quired by certain law enforcement agencies, 

JDEA inquiries, lotialries supplying identi- 
fying information ahould alao bo frrnlehed to 
DBA Field Division Offices along with writ- 
ten cement from the concerned individual 
for a check of IDBA £lea for records of con- 
victions. Thu Begicmal cheok will result In a 
national aliock being* mad& by the JFteld Bivi- 
aion ompe. 



[40 WR 17143, Apr. 17, 1975, as amended at 47 
KR 51736, Sept. 23, 1583] 
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assure that the anbefcanoB does not be- 
coma available to unauthorised per- 
sons. 

<c) In the event that a registrant 1b 
requfrad regularly to topcse of con- 
trolled Bubstances* the Bpeotal Agent 
In Charge may authorise the registrant 
to diBpoSB of bu&l subBtances, in ao- 
oordance with paragraph (b) of this Beo- 
tioa, without prior approval of the Ad- 
ministration in each instance, on tih© 
condition that the registrant keep 
records of such disposals and £Oe pari- 
odic reports with the Bpacial Agent 1b 
Charge aurora arMag the diBposalB 
made hy the registrant. In granting 
such authority, the Special Agent In 
Ohargfc may place Buoh conditions as he 
deems proper on the disposal. of eon- 
trolled substances, Including the meth- 
od of disposal and the frequency and 
detail of reports. 

(d) 3?bia section shall not be con- 
strued as sweating or altering in any 
way the disposal of oontroHed sub- 
stances through procedures provided in 
laws and regulations adopted oy any 
State* 

[35 ffR 781a, Apr. 34, 39U, as amended oA S7 
TO 1B822. Aug. 8, 1973, Bedfieignatod at SB F& 
26609, Sapfc. 24, 1973, and auMfflfleft at 41 FE 
41736, Bopt 99, 1932; 62 FR 1S9ST. Mfcr, M, M97] 

§1307.22 Disposal of controlled sub- 
stances By the AiiminiBtraiion. 

Any controlled substance delivered 
to the Administration under §1307,21 or 
forfeited pursuant to section 611 of the 
Act (& U.B.O. 881) may he delivered" to 
any department, bureau, or other agen- 
cy of the United States or of any State 
upon proper application -addressed to 
the Administrator. Drug Enforcement 
Administration, Department of Jus- 
tice, Washington, DO 20$$? tfhe applica- 
tion shall aliow She name! address, and. 
official title of the person or agency to 
whom the controlled drugs are to be 
delivered, including the name and 
quantity of the substances deBJred and 
the purpose for which Intended- Tbs de- 
livery of such controlled druga shall he 
ordered by the Administrator, if, in Mb 
opinion, there exists a medical or sci- 
entific need therefor. 

[38 3?E 7B61, Apr, 24, 1D71- Eedcfldgnatud at 38 
#B 286G9, Bopt, 24, 10*?3, ua fim&U&Dfl at 62 TB, 



PL 130B 

sfzgial ex&mft Pm$o*is 

§1307*31 Natrve American Church, 

Th& Hating of peyote as a controlled 
substance in Brihednle I does not apply 
to the nondrug use of peyote in bona 
fide religious ceremonies of the Native 
Amerioan Church., and members of the 
Kattve Amerioan Onurtm so using pe- 
yote are exempt from registration. Any 
person who manufactures peyote for or 
distributee peyote to the Native Amer- 
ican CJhurah> however, is required to 
obtain registration annually and to 
oomply with all other reajairemsnts of 
law. 

PAHT 1308~~SCHEDULES OF 
CONTROLLED SUBSTANCES 

See, 

imt)l Bcope of part 13DB. 

0308.02 BanaiUons. 

1308-03 Administration QoiitrollDd 

BtfinoEs Oo&) Nuxubar, 

BOHarjuuas 



Bim- 



IBd&ZX SahBdnlaL 

*m%3£ SohodoleEL 

1SCB.1S BoMuleXEL 

lfl0ft,14 Schedule IV, 

130BJIS Stilifidule V* 

2£ECriUmSD ^OHWABOCKCtO SUBSTANCES 

130B.K1 Application for KEcluslcm of & -non- 

narpotdo aabstanoe. 
!SflfL22 Bxeladad substances, 

Exempt oamnoAii Fkbpaeaihons 

130B*K3 SSxetnptlon of oertnin chemical prap- 

alatiDnu; apfuli&atlon 
1SQ8^ Bxoxnpfcion ahumioal prapaiatianQ. 

BxcEnonKD "VKrsiBjiunT ahabolio STjsnam 

JMPI*AHT PBOnUCTS 

3BQQJS5 Bxoinnicm of a v^tGrlnary anabolic 
eteroitHmplant produot; applioatioiL 

130B,30 Btolnded vetoriaary anubolio atcroiii 
implant products. 

BKBMP1SD PKffiSOH3Pl!10N PEOUUCTS 

1300.S1 AppliaatiOB for exemption of a non* 

aaxcotdi prcotirtptlon product. 
ISQdM Hx&mptpd prescription prDductB. 

3BSXKMPT AtfABOUC STEROL fcBODUOTB 

33oa*gS Exemption of certain anaoolia ster- 
oid pradttDta; application 
130B.S4 Bxeiupt cjaahoUti utaroid prodnoto. 



l * 
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EXEMPT OAWHABIB PLANT MAZCBKlAh, AND 
PHODUOTB MABS THSBBffBOM, TKAJX CONTAIN 
TBT&AEYDBQCAHNABJKOLS 

13DB.BS Examptlott of curtain onnri&bia plant 
matarioj, and prcdaotu made therafrom, 
fchafc contain tetraliyaroQannafoinolfl. 

BIMR.TBPB 

1S0B.41 Hooringu ffDuisrally. 

130B,€2 ^untoBs tsfhoarhig, 

1308,43 Initiation of proosaoingu for rule* 

1B0B.44 Bequest &r hsarlnK or appaaranoa; 

waiver. 
1SQ8.4B Final otdor. 
1SG8.45 Control regnirea' under intarnatiional 

treaty* 
1OT.47 Control of immaaiato prBO&rsora. 
1808.49 BmergeiBOf BQihsdiillii^ 

Atmsoarrr: £L TJ.S.O. 811, B12, STlCb), unions 

Source: 88 W*R 8264, Mar, B0, 1078* nnlOBa 
otherwise noted, HcdesieBatad at 36 FB 20809, 
Bepk 34, lfl73. 

&13QBA>1 Scopa of part 1308. 

Schedules of controlled substances 
established by amotion 202 of the Aot (31 
tr.S.O, 812), as they are changed, up- 
dated, and republished from time to, 
time, are aet fortii in this part, 

§1808.02 DeHnitioiis, 

Aiiy term contained In this part shall 
have the definition Bet forth in seotion 
102 of the Aot (21 TJ.S.CL BOS) or part 
X30D of tibia chapter. 

tea m iscot» riv. 24, ibsti 

§ 1808*08 Admmiatration ContpoHed 
Stjhetanees Code Number, 

(a) Bach controlled BUhstanoB, or 
basic class thereof, has been assigned 
an "A^njinlBtration Controlled Sub- 
stanoBB Cade lumbar* 1 for purposes of 
identification of the substances or 
olaea on certain OerfcfjttoatBB of Reg* 
isfcration issued by the Administration 
pursuant to S§ 1801.85 of thie chapter 
and on certain order forme issued by 
the Administration pursuant to 
§18G5,05(d) of this chapter. Applicants 
for proouremBnt and/or Individual man- 
ufaoturing pjiotas most inoTade the ap- 
propriate oode number on the applica- 
tion as required in §§ 1908.12(b) and 
1303.22(a) of this chapter, ApplioantB 
for import and export permits nraart in- 



21 CFR Ch. JI (4-1-D5 Edition) 

olnde the appropriate code number on 
the application eb required in 
S§ 1312.12(a) and 1312.22(a) of this chap- 
ter. Authorised registrants who desire 
to import or export a controlled sub- 
stance for which an import or export 
permit ia not repaired must inolnde the 
appropriate Administration Controlled 
Substances Oode dumber beneath or 
beside the name of Bach controlled eub- 
stancs Hated on the DEA Form 236 
(Controlled Substance Xmporfefl&xport 
Declaration) which is executed for such 
importation or exportation as required 
is 551812.16(0) and 181S.27Cb) of this 
chapter. 

(b) 33scept as stated in paragraph, (a) 
of this section, no applicant or reg- 
istrant is repaired to use the Ajdminis- 
tration Controlled SubstanoeB Oode 
Number for any purpose. 

$3 FE 8254, Mar. SO* 1078* Rada&lgnatod at 38 
PR 26609* Sept. S& IffTC and amended at 61 Ftt 
2&m, Aj*. 23* 1280; 62 m 13988, Mar. H X0971 

§1S08.11 Sohsdtilel 

(a) Schedule I shall oonaigt of the 
drugs and other substances, by what- 
ever official name, common or usual 
name, chemical name, or brand name 
tatemtBd^ listed in this section. Each 
thmg or substance has been assigned 
the BBA Controlled SubstanoeB Code 
Humbar Bet forth oppoaite tt. 

(b) Opiates* Unless spsoifically ex* 
ceptefi or unless listed in another 
schedule, any of the following opiates, 
iaoVamng their iBomerB, esters, ethera, 
ealta, and ealtB of isomers, esters and 
ethers, whenever the existence of anoh 
isomers, esters, ethers and salts is pos- 
sible within, iihe Bpeot&o chemical des- 
ignation (for purposes of 'paragraph 
(b)(S4) only, the term isomer includes 
the optical and geometric isomers): 

phcw1JryJH^IpttrWay^/V^bonyiDC«mmJdo} 

(3) AUylpnxfinfl *_^..^™ 

(4) A^hacutyimfilhasid {m&tpl Iovd- 
iiJl^acolylrriolhitUpt aiao known no IfivrwsSpha- 
aootytrno^uirfol, lovcaioUindyl actjlaln^ or LAAM) »». 

[pi rUprUUTttpFOQinft «■■"■*»»■— ttww>m wmw*iM *twinnwnt) 
yi} rvPnUJIlQUuLUOl M h-*rt ****** >— hi mn | ■ wmwh ton-ml BmlwHi 

p) " /Uptownrthyilortlanyi (K-{1 -(tUph e-rn **Wt^b e!n- 
phanyl)eihyM-p1p«ifdyJ3 proplofliuiiadg; H1>tnot^y1» 

s-p^i^th^HW-P^P^^ 10 ) pipQridtoo) -.-^™- 

\9j DvIUS IflKJiriO ****** I HImiiinim j-.. ■ . m . ■■■— ■#- »« 

(19) BatotyfrraUhftdct ^ 



HKtH^tM 



■ ■I <4 4 I * M-*4 P¥l#* HH t fc w* **W l i im fai i^ *»i 



mm 

8G01 



1^03 
PS0S 



+ «-■ M-H + + *¥ ****♦' lp*i *■ 



-, S814 

essa 

86013 
3007 



Drug Bnfor- 

(H) Bola-hj 
phanclhyl^p 

(12) Bdi*-hyara> 
(a^Tytirasy^^ 

phjai^mpanE 

(13) Sotamcpfoc 
(ItiBaUunafhod 

(15) BoUsprgd3r*a 
(1B)CtomUir»ni> 

(17) Doxframom 

(18) Dtampmmld 

(16) OtoChylter 
ffiO} DIfliWJJdn „ 

(21) Dhtrnioxftdt 

(22) Dimephepte 
123) DftmlhytUUt 

(24) DJntopholy) 

(25) Ofclpanono 
{26) Efiiylme^yl 
(27) BonfeugRB 
(2SJ EJoJcoHdino 
(2S) FtinaUJcBnti 
(at)) HydftaypolJ 
^1| Katoaamldc 
(32} Uvomumrr 

(33) Lovophanot 

(34) a^lftthylfw 
j^peririy$>Mpt 

(HS) S^not 
ItilflpyOothyM 

(36) Marpbwidr 

(37) MPPP (1-ir 

(39) Morlovaiph] 
(4(0 NomKjthttd- 

(41) Noiplpanmi 

(42) fam-fuiai 
ptwnaUiylH-j 

(43) PHP 
BcotoxypipD^ 

(44) Pbermdoxd 

(45) Plnsnamprc 

(40) PM^pmort 
f47) Fhenopeik 
(4B) Plrtnunldo 

(49) PiDhoptnib 

(50) Ficperfdlnt 

(51) Pitjptrom m 

(52) Huamtomr 

(53) UiMonti 

[54)Tifldlno — 
(S5) Tjtowpcrt* 

(c) Opi^ 
oally ezot 
other sch 
opium da 
and salts 
istence of 
of Isomer 
ai&ocheir 

(1)A«)terpMf«J 
(2)AciityldIhydJ 
(3) Boni^moip 
{*\) zvtefoA im 
(5) Oodotno^W 
(Q) Qypronorph 

(7) Doocnwrph 
. (B) omydramor 
(B) Drolobanol 
(ID) BorpWnd 
(11) Ho^Jn *-» 
(12)Hydrtimcrti 
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Drug Enforcement Administration, Justice 

CfD Biifrhyrfiatyhotenjl (Wi-<Mw*wv* 
phBnBlhvn^-P^ari^y^P bw vtpropanoiridi>) ..-- eaao 

«2) Bott*y(Jw*y'3^nelhyllDntonyl (othoi mtn« N*(i* 

(13) BotnmapttdlnQ M _ - ™.,^— ..h-—«— |™jj 

[16) aolflprodno . i „«-.^.«^~*~.«»'~«-— •— ™" 
(10) Glontana ,— — *■-- 52JS 

(17) DeodramonunldiJ *. » — .,-...«.«.-»- «— * »••— -*— ~ * jjjj 
(13) Dlumpromkfo ~-~— i— * —- .1.-.— «-- -«< -*-»- «»» 

(1 9) DlethyHWambulo rw «™ «»-,-«« «-- »« ..♦.-«**«— « — j"* v; 

(20) DEI cnoxin . ■»*.. «—...«. ■- -* — «™^-.^~. -»*•• - "IBB 
(Eli Qlm&noxBjJol ta -*.«. 1 -««-« ———***■ ™ ■ *»*»** Jr2' 

(23) Dlmolhylflitambu lano ^—^ —-.»«i —**♦«— "•*♦*-*• * °"? 

£4) DtoxaphMyi bulyralo »..*«■.►-«. — — — .*-.. — >*— - j™si 

53SJ D^pipflfiono >.~ — „»-_«*—«*« — >~ — *—«*"-■* b»^ 

(2S) Efli^lhyUhtarnbuteno n, -— « — J™ 

(27) Etoiritenno «-, — ► «-« — »«• « — .«.«.*— .«-•»- jj|«* 

(SO) Elowiridlnfi ^m*,««.i-i«i-h 1....™—.™- BtSKJ 

(29) FtmalhWims , - ,««*» 1 — .--..— **•«-— ***•*— —— — 

(50) Hydrw^olhld&iit - " »"—«—* JJf* 

{31} KfltoHertifdorui ^►•^—hi—^-i— .—-—"-"• *J*jj 

(32) U vomowtride . JL«~. .—.. ■■■ > ■■ »■--*» ■ •— « - »• ** M j™~ 

(33) LovophBfW£yinf}fifp^ fl ^ — ——* — ,m — *-— — «^«- " D3 * 

(34) i^MbMw^vI {Wi^itfttiyM^phTOyiomyi)^ 

s§ 3H8wlhyHhWBntoi>l W®-m&W'W* 
tHonyOoihyi^paridfa^^ ~- sow 

pn MPPP (l^mflmyM-phBiiyM-proplomKyplpHrfdlnQ) BGGt 

{3 D) NorBcym&Owidot ,»_, *»,*..-— —« —«*""—■■" ■ ■' ■" — " *JjFr*: 

(39) Norlovo iprmnot it ^.-« »• »«t^- »•*-.« — — ***■—* « — - j"*~ 
(401 NorrrmthflttonB „„»™™ _-*.»»* rt^..*—-*— •»*— ™ jjj*(5 

141) Norpipanopo — m«- — — •— — '■"•r" M T Vr»" r. r ^^ 
(43) Pcra-Duomlwjbnyl (ftK4*tluomplionyl)-^i-(S* 

ph«milhytH*plpoiidInyi] propaiuirnWfl = --""---rr 0B1 ^ 

(43) PHPAF (1-(-£-phenslhyfHi ) ^ n V>-** 

GcctDxyp^iirtd&io 1 «»,»,«- t «^.*-— -■— <— < — — jj™£ 

(44) FhwHsdoxoiro .,-*—«*— . — «-H h * ( «u««"*«— j"*** 

(45) PhonamprcmldQ -„»«. — .— -«*- — -*-*— «- j«™ 

(40) ptwnamDfphnn ,_...«.»«• — -—«•«— «-.—*.« ««»' 

(47) FhGfiQpflftdlfle — • —~ ■—««»*■ *— — "** -*•" ' " " ZZlL 

140) PbltratinJdo ww ^.««t,-mpNt*«»w.. l — >—— «^** 

{46 V P roheptetiina -«- m«^«. — «- — *■ "*™*" IWW * jilj: 

(50) PtupotltSno WMW — «— 1 — «**♦.»«,-»-«-*——«• j»jWj 

(51) Pjoplmm ^,-,«-.—- -.N-1-.w.it"—— *— "» *^J| 

152) R&cemummJdtt — « ^— « — — ***-*• « — r^THT 
(63) *HiJotefltenyl (W-phfiny4-rH1^thianyl)oIlty1^- 
plpoJ?dlnyt)*pn^ttnaniJdo m.^— „**-,**•.«.— -»--*—'. ^J» 

(54) Tllidlno r. — *-*— « » — -«»«.— « «• — —»«—*«- ^°^ 

(E5) Tllmoporfdlno ♦«,«•— --—< «.«« *—™-^ "^ 

(c) Opium derivaititjes, BulaBB Egpedfi- 
caHy earepted or xmlflBS listed in an- 
othiDt Eched^lB, < any of the lollowtag 
opltna derivatives, its Bate, iBomsra, 
and D&lta of iBomers wliQBBVer the bx- 
ietertoB of sadh Belts, isomers, mt aelta 
of iBomera 1b possible wltliiii tOie spe- 
cific ctonical deBlB^ation: 

{3) AcalylflTbydracoilolm (wim^w- — «—m««. ~— « ^057 
(3) Bwuyidvwphlno «^-««-, M — ™^*— —* ■•«• "JOBJ 
J4J Codclna mothytbromldo ^_«,-*»« . 1 -.—^ — .*-» ■*— J jjj^ 

t&) CypnjfwtpWrw ,—.—«*——•.•—-—-•— J™ 

C?) Deaumatptilna «»**,»,♦— 1-—..1— •■•-•— *••••-•-* rr^ 

(B) DStydinmorphiriB «*- ^.™ -♦—.— —"*-—" ■• ■ ^I^t 

{o) Drtrtftbanal «»-««.^ — M _*_*,^ t+ -..» m -.*— — • »» 

J10) E1arphlms(oxcopltiytJrac^Hdo3ait) *».«- — .— » ««»" 

tl 1) K h rdfi «.->»- »»» *—«"—• ♦— - — ■ « ™— S200 



Ttl#||l | II II MI 



20) Nlcomotphina — 
SI) HoimofpWno — » 
;42) pholcodJns «- 
£3|-mabaco(j — 



§ 1308.11 

«„^ 0302 

B305 

S30E 

^m, 6307 

H-l|ll.«~llt-t*lH¥H(h-»»t*t»IH'»'"-~ , - , ~" 1 " 1 BWU " 



(13) MolhySdaeorpliino ™ t „^-r,^- t) - 

14} MBlhvfdth/dmmofp^o • 
15) Wsfphlno moUiyfbmmldo 
13) Mofphtno malhytoUorwla WH 

17} Moipbff«HWl)dda ., 

18) MyrapJilno ^ 
tD) NtosodflkiB 






H-» |<4«U „|H.«.lllU-*»H" 



M^ I ■«*•■« l«*^H ►*****• »■■ 



Tll'lT — Ji'-T — I p—lllwfc^^w^^^H Ml llHlltflH 



■llJlll H ^lll^i»l*>"»*lll**>lll"**^* 



rr.T.ii— t -- t»*«(i** Dtl|K 

mini tl*»IW 

B314 
6315 



*l k# »-M M I IT* I !■■ 



* p+*+* i ■+*** - 



(d) Hatluctrwgmic substances. TJnleaa* 
BpeaiUcaHy Bxcepteil or "ObIbbe listed In 
another fldiedule^ any jnateriaJ, com- 
pound, mistoB, or prepoxation, whdoh 
oontEin& any Qtianttty of the ioBowing 
bfllluotno^enic atibstaxicea, or wldch 
oontatos any oS Its salts, isomers, and 
salts of isomers w3afinever the exiBtsnoe 
of buoH B&lts, laomeKft, and Baits of Ibo™ 
mere in poBsMe wlttdn the .epeeiEia 
oliemioal desi^iatlon (for ptirposeB of 
this paragriipli only, the term "isomer" 
inolttdBB the opfeloal, positiDn and geo- 
metric isomers): 

11) AIphfl'flthy)l?yp*ft[™fK> »—.—.- 

Bgmo Irodo cr aUiw rtamoc: eliyptainJno; 

Monase: B4thy1-lH*M!dfl-3^lhttn»rntae; 3*{2- 

amkidsulyD Indole; a-ET; bikI AET. 

(E) 4^n^^5^lbsihoxyHimphfliMnlm» », M .-*.™-.,— 

Somo tmdft or othoi wsiwb: 4*bmrti&-2,fi- 

dinwlh6xy*fl-insth^phflno1hyJaj^n«; fl-bnjm^ 

(S) 4^mnto-2,5«<^o^xyphen<jthyiiMntn6 r 

{^ol^oxyphony^l^ttilntMJihano; nlpha- 

dasnwuil DOS; a&B, Nwtm 
(4) s^SHJtooUtojcytimphotemrna — 



7243 



7391 



. 7302 



W A I | frM^f*lH<» 



SDma tmrfo or olitar nanws: 2 t S<flmalnpxy-«' 
moihyfphaiwthylttmhoi 2,6-OMA 
"(5) g^Jmo13ioKy*4HJi^uriphatHarnlni» *-*.*-.»— »-— 

Gcirwireiifl0ro!h«man«w:ODEr 
(6) ^&Jm^oj^-4^n)-pnjpylihlopwneBiyiammi» 
(olhot pwnic 2C™T*~7) I , - , iH-t,p i . — » . *mni »—■* w< 1 tt 

f7) 4*mo^oJViJiip^''**n^* »«>""" "——■' ■ ' t — ■***"•• 
Soma irado or ottmr nmnec; 4~nrottwxy.tt- 

rnclhy'pliormlhylmTilnD; 
pammiithaJtyatnpholamlJia, PMA 

ifimirthoxy^-msUiyJphDnuUTylflmJfte; "DOW; 

emJ ,r srr 

* (10) 3|4^fittiylBttBdtoy -unpnstanano ; w -'r7rr^ J r rtf " 
(11) 3,4rmttth^sradiaayms1hamphoUimim! (MDMA) ~» 
hi) SAfl^hyianodtoxy-^thylflmphoti-mlnft (alia* 

B^tnwlhytonodkjxyjplignothyiwnino, Itomyt MDA, 

M0E, MDHA ,—««—*—«— '-r~7~7 M -*7r** 
tttf N*yrfnay-3 J 4^uJthyhiniitfioxyampriclaJwna (q«d 

»ioffn on H-bydrtay4i!prTO*mQlhv^ 

S^tm^enfldJoo^ptioTirfhyteftTirKj, mid M-hytlnay 

(14) 3,1^-lilmflthoxy (wnptioiamino «.™*«-^»»-™. 

(15) ripbHrwlhyltryptitmliw t otJl6r name: Ami) ,*..— . 
(18) Bufolonlnfl ♦^^♦h.^^^ .»« .^***" "' "I'TT 

Some iradp find other Domoa: 3-tP- 
DbncihyiaiTilnoomylJ-e-hydrtwylndohi; 3*(2- 

toamyi9mlnocrihy1)-5*Jndolt>1; K J*' 

dJmolhyftiyptortmi; njappltio 
(17) DLn-hjIUypiarnino .^ — •— .-« — ».—«•», — .—. — 



729B 



7393 



734B 
7411 



7401 

73I3B 



7400 
740S 



74D4 



7402 
73B0 
7432 

7433 



7434 
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§1308,12 

Soma trada find c&ier names: N,N- 
DJcthyUryptuninaj DB" 
{IB} DunQihyiJryptiunlnit „_iM>HH l uiih„„„ tb „i a , IHM w. 
Some trann or othw nwrfc* DMT 

riamo; S-MoO-OJPT) . «...»« «*»» ^w,^ *- m«.>^n»i 

Setro trada and othor namajs 7-Bhyt* 
6,6a7A6j1k12|13-orifihydro^^ih[jxy-6,B* 
malhttno-SH'pyridO (1*, at*:1*S] fticpho f5 ( 4-t>] 
Indole: Tubomsniba fboga 
(£1) lywmjto add dlalnyfamtrfa .*..„ 

(22) Mirihunna „.««,„-.,_,_.. 

(23) MoncaJirtG «»• 



7435 



7439 



r ^^nttW"»MM^ 



m** n ' u i' fl <*****+******,« p i* 



7315 

7360 
73S1 



7415 



+ -H1 ***** H *JM-< hMM« k* 



*H I ta* l-f-Vwi^+4-^fc <+** Hi^lM+H 



i+M- M ¥«Hi H < HWJ "~t 1 . T 1 T TT T~ I - "' t" *** * ,i < m * 



■ j-v+ta^ b* «*■+«**** 



74S2 
7404 
7437 
74$B 
7370 



(£4] ParchBKyM374; corns IikJo or oihur names: 3* 
Ha xyt-1 4tyrf njxy*7,6 t 9,l ktalnthydro-fl ,6 t &4rijnaihyt- 
C H*(flb onxo[b,djpyran; fiynhoayL 

|*Mf "mVP*** ^ 1 1 m**iiii iirtiai nir i >i rn rn '" ■■Tr< lTiT i ~ i . ■ i t •""• 

Msonlnp all pant of ihu plum presently ctelfiad 
bcUmlcoS/ an LapbophoM vflftsmsti LoensitVt 
wtieUiiar growing or noJ» Iho (seeds in erect, any 
axtraoi from any pott til such plant, and ovaiy 
cempouruf, manufacture, aafls, deiiwjJJva, mix- 
ture, cr ptapamlfon of each plant, Us eaette or 
oxtteda 
flDtfiipnilA 2! USD 012(c), SdioduJo |(a) (12)) 

(20) N-athyJ*s-Pfperi dyt benxEaia *.. 

(27) N*naihyW-p(p«iWyJ beiufiala 

(SB) Pslncyfatn ***.*«* 

(30) TfllrfliiytlrocojinBbtiDiJ »,i > M ihi ww ,..-«■ ■-■ ■>■*»*» 

Meaning lotmhydnwawmbhbls naturally con- 

toJmsd In ft plsii of fbo genus Ctmnnijls (can* 
n&bls plbftf), tin weH as uynthatto oquhralante of 
the cubet&ncas ccnlatoKf In Dm canncUto plam, 
or In the renlnous axteetat of fcuch pten), and/ 
or ayntftcUu .eiioatanwi, detivaoVoa, and Ihalr 
teom&ra wfth aimflar Ehomkal etajdure and 
phDjmwjotogtaBl acflvity to inoae etfcatancws 
coatirtned la Iho plant* nuch as the foBewtnn: 
1 ote or tnma latahydroeannabtnot, and Qiotf ojpS* 

B da or trana t&trchydnxsmaabEnol, and their opti- 
ca! toomem 

3, 4 cts cr tmns totrahyttmcannablnot, and 11a op3* 
celteomora 

(Since namandelara of titesa cub Glances tt not 
fntcmctioneliy atimdatdtotd, compounds ct 
thesa etojefcxtaa, fegsnaaaa of numeiica! doe- 
[gnaUon of alomfc pwltons covarod.) 

(31) £Jnytrffn!na analog of phenoyoUdlna * «..*-„ 

SoaiD trada or other names: PMiiyH- 

phDayteydohGi^laailn^ (1- 

phBnjflcydohffl^i^tamJnti, cydoh&rauulno, 
PCE 

13£) pywoGdlnn anaion ol phflncyriicitna ^ , M . — ^ 

Some trade or other namoa; 1-(1- 

phfinyfaydohoxyfh*yria^*io* PCfVj php 
(33) THophano analog of phttacyt$dSm tmr ~*>*m.»—,*« 
Soma tado or cUwr namaa; HI '(2.4*1 to ny*)* 
cydahaxytFplpmioTno, 2-lhbnytanabp of 
phenoytMino, TPCP, TCP 
{34) l4t-^-thJoi^cydoha^1Jpyrrolldlna « — ,~.~— ^ 
Soma crtharnaniao:TCPy 

(a) Depressants* TJntew speotSoaHy 
excepted or unless listed in another 
BQheii'DlB, saiy material, oompoTinfi, 
ralztare, or preparation wnicli oontaina 
a^iy quantity of the following snb- 
Btanoes Imving a depressant effeot on 
the oentrai nervonB syBtem, j&tfttt&taff 
its salts, iBomers, and Bolts of IsomerB 



74SS 



7458 



747D 



7473 
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whenever the existence ol mioh Baits, 
iBomers, and Baits of isomers is poBBible 
within the specific ohemioEui deeigna^ 
tlon: 

(1) gammihhydmhybutydi: acid (itoma other names in- 
cJudo QHB; oammu^hyiffoxybtilynattJi 4- 
hydroxybutyra^; ^VhytiaaxyDuianQla add; nodlum 
oxybota: cwflum oxybulymio) „^„ rt .,. M „ w 2010 

(5) Madoquabne ♦,*,„,.«„,„„,*»*_ «♦«.»■*«« ^^.„^,«. 2S72 

(3) Mothaquatona -»,■.»-, „,„,„«,«,, . w , mH ^ IMH1HHHI £&qs 

(f) Stimulants. Unless EpaaifLaBliy ok« 
oepted or tmless listed in anotiher 
schedule, any material, compound, 
mixtaire, ox preparation wMoh oontsins 
any quantity of the following stih* 
stanaes having: ^ sfeimnlant effeot on. 
the central nervonE syBtem, inolnrling 
its salts, isomers, and salts of isomers: 

(1) AmfaarcK {Soma othor mtmei amlnaxaphon; a- 
amino-aphonyt-a-oMuoline; or 4^*dihydn>^- 

phaniy*SH3xaxdaiii{ao) „«._-,h-.—». «*«*.«. h,* w „ »-,+-« 
{£} f^Sonxyfptpanudao (como other namaat BZP, 1- 

UuTiiyipipvfuZslD/ mulw m i.. n w i i iiinn pum— i)tiHwnHi"i 
^m^ UnUmiuilQ ■ ■ * "- — - ^^-^— ^^-^^- - .~ ^^ J _... ^-"^"r|in_- _ L n - ^ t 

Soma tmdo or oihor namoa: Shamtao-1*phanyM- 
pmpanono, afphawim^apnspfophoncjrm, 2- 
ambiopmptaphcncmQj and noraphodrona 

(4) FanalhyfitaD »— MUM , fc .^_,_^.^_ B „^^„,™» w ^ 1 „,^ M , 

(6) MathcDlhlaono (Soma olhar namoic 2- 
{n^thyiamiaofprapbphanDna; alpha- 
(axrthyiaminaipioptophaaanoi £-(malhy1iitrtno)~1- 
phanylpnmaJv1*ona; alpha- N- 
melh^fijTJnopmpEophanone; monomothylpmptan; 
Dphadronaj Mmethytcalhintsan: malhyteaUiinnnoj 
MMBA; AL-422; MM83 and UB1432), Ha Bate, 
opUca] tcomara and aaJte of opttod loomom ^^^™, 

(6) $ri*4iflathy1oTit)norax (t*3c?^ J S-cThydm-4-mcilT- 

fn N^lhytornphatanilno -. 



7493 
123t5 



1E03 



1237 



i *H h imHm Hill |i||| m Hi iH MiHiH hi l» 



(8) W^k^erihykmphfllfljTdno (also known EC fV ( N* 
alpM-lrbnotay^bonxanatilhanafnina; /V,ntalph&- 
tnVnelhylphBniJthylcmlno} 



1476 



t mm i ^mnw »**+i i -r-« t*« nn m« iw 



14B0 



(g) Temporary ^lstinff o/* wibsiciTices 5«6- 
yect ^j emer^sTicv scheduling. Any mate- 
rial, compound, xaizfcare or preparation 
whioh oontsiiiB any quantity of line fol- 
lowing- substances: 

(bom^fantanyQ. fte opftoa) bomam, aaJta and calls 



ofbomerm 



*ftMl4MpP4li 



4*« tM*W^i»H M#M M I IHM n 



8B1P 



(2) l*lH?*1hlB^DfflBinyJ-4^lporfdylHi- 

phenylpfcpanamJda (ihunyUantanyl), fta optical 
btslo jib , tajy *ntl saJ b of Isomem *—*-«.*..,. M „ ,*,« D334 

[B6 PE 113101, June flfl, 1874J 

EJOTTOBXAL KOXEH Per FKDKRiL BSGlEtfEIl 03- 

tations a^eotiu^ §1S0B 31, bqo the List or OFB, 
Bmtlom AiXouted, wMoh appuars in the 

Ffctdkig Afds fieotdcn at thB pdxtbed roanm© 
and op O-PO Acoeaa. 

§1308.12 BohedulDlI 

(a) Schedule U shall consist of tib.B 
drags and other substances, by what- 
ever official name, common or usual 
name t chemical name, or brand name 
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Drug Enforcement Administration, Justice 



aeBl£BB,tea p Hated in this section, Bach 
drug or substance lias bees aasignBd 
the Controlled Substances Code Nam- 
bar est forth opposite it, 

(b) Substances, vegetable origin at 
chBmical synthesis. Unleas speoiHoally 
axoeptad or unifies listed in another 
schedule, any of the following sub- 
stances whether produced directly or 
Indirectly by extraction from sub- 
stanaas of vegetable origin, or inde- 
pendently by means of chemical syn- 
thesis, or by a combination of extrac- 
tion and chemical synthesis: 

(1) Opium and opiate, and any Bait, 
compound, derivative, or preparation 
of opium or opiate excluding 
apomorphine, i&Bhaine-derivad 

butorphanol, dexteorphan, nalbuphine , 
nalmefene, naloxone, and noltrexoue, 
and. their respective Baits, but includ- 
luff the fallowing: 

(Vj Raw opium _...—.. — ^„^.„„,,.,.^. ,,„> DGOD 

(Sj 0plLl|7t EGCtrOdS 4UMW iH^iMtH«*i««~«<Hi~>t-h<iM Bfliu 

£3} Opium fluid _i__.r-.T-. N ___«» 1BW ..H.«. ( » ( NtH« 0020 

{4} Powdered cpluti .»»* - m «....__..*....•* B638 

(§) OnifliilGlflQ tJpiUrr) mu ■■^--..■■ I .hmw— ..WW..I.IW B64G 

(5) "Hncttin. of Opium ■»«*♦»— m. M w *».m*-»o*__mm »*■■•_ 0030 

(13 j OJhy^u*torphlno .*-.»--— «♦.-.—..—- «_« D334 
(1 a) Hyriromorphcm .,..,-■....-- , * •«*«< — „«._.»_- 81 GO 

(19) MOlOpOfl *<MtM4i— pWlMhn 1 1 m. I hiHlxn^o^wfMiaMI trSoO 
(i4) MCSphinO nmm w i ii ** h»-*m-WHif»-" ' H3UU 

(16. Oxycodoto _,„*^_*----__^~-.---«. BW3 

(f 5) QxyiflpyphflrHi ■ — ~* --...^ »*>-..»,< » .>*. fHt52 

(17) Tho twin b _i.»trtM . ■._».■... mimwawt B*i3 



__HJHH»W H ■ ■■.» 



(2) Any aalt. oompound, derivative, or 
preparation thereof which 1b chemi- 
cally equivalent or Identical with any 
of the substances referred to in para- 
graph (b) (1) of this eeotdon, except that 
these BubstanoaB shall not include the 
isoquinollne alkaloids of opium 

(3) Opium poppy and poppy straw* 

(„) Ooca leaves (9D4Q) and any salt, 
compound, derivative or preparation of 
coca leavaa (including cocaine (98&) 
and eogoaina (9160) and their aalta, Iso- 
mers, derivatives and salta of isomers 
and derivatives), and any salt, com- 
pound, derivative, or preparation 
thereof which la chemically equivalent 
or identical with any of these sub- 
stances, except that the substances 
snail not include deoooainiized coos, 
leaves or extraction of coca leaves, 
whhoh extractions do not contain co- 
caine or acgonine. 

(6) Concentrate of poppy straw (the 
crude extract of poppy etraw.in either 



§1308.12 

liquid, aolid cr powder form which con- 
tains the phenautbrene allralolds of the 
opium poppy), 5670. 

(o) Opiates. TTnlesB specifically ex- 
cepted or unless in another Bohedule 
any of the following opiates, including 
its iaomera, eaters, ethers, salts and 
salts of isomers, cetera and ftthere 
whenever the existence of such iso- 
mers, esters* ethers, and salts is pos- 
sible within the specific chemical des- 
ignation, deztrorphan and 
levoproporypheiie excepted; 



fcHP H W s i*»t*****t* *•«-** 1..". - - i 

liiuui p MA t i - „ _ , __ m i M I I . I 1 1 1 W*M * 

tnarvdDscga icnrta) .«.„, 

*^hi H hi » p _iii |ii i n* ■ * lp tf-i ._■___ _m ■___ - H ■' I - 1 I P**^fH k> 

*■*_! k_* h*»i4 *~* 1 |l j I ■_ _ J1.1 — T~ ■-****-• 4v. tank 

**^* ** ■■■■p u ii H fe. fMM MM >>*Mm— t-h* ■-■_-*** t-—TT H t»M l_M 

H ppp.»niiJi n u p p _-.*#■ h* #♦** ^**. „44fM*A i i ■■ Hh i I I * It ^ | 

■*»**■ »■ * — ^hhtm. ■ . I i^ . tP p*4H'*4^*H-bq-r« 



-MM-Ht^ i | — i 1 ■■■ I I ■■■■!■ I I "-__._-.- W * ■* I ■■■■■! I til I 

■J-» i n N HMM ffr W— W W ' *** ******* . .i.i p j i . pw . p |ii " i T il I n" 1 III f I n" . . 1 1 

ip iU H 'm ^^^t^^l inp W | T T~1T| ... Mi 



(1) AHunianA — 

(2) Aiplwprodno 

(T) DIRytiiacodpbe .. 
(m DIphetiojcytalD ^ t ^.«^.- 

(10) IwmsthKtoiB 

(1t) Uvtj-Qj^hncatiteothBdal 

fSomo cthur namiia: Lart*H^phfc*6£atyim<rthadt.l, 

(12j Isvomoiheiphaji 

(14) Mfltaodm 
(fS) MflOmjJono 
(18) MalhiidaFwHritefmecltttto. 4*tyBn&-2~ 

tflmolhv)«nkio-4Ad!pbanyi bulano ,___« w ,, 

(17) Momrr^tQ'lntonT.odlfltu. s-mettiyl-a^ojphollna-^ 

• l-dphfinyVropaws^caitaDtyJlc add >.____ „ — ,. 

' (16) PetWdlnB (nwpoililrie) , w ^-,« M , t .__ ^___^ 

(IB) PAM&ne-lrtBimddlMa-A, 4rqyiuiD"1-m«lftyM* 

pKonytpfpfiifdbio ■— __*_^_» «. M __.. >M ^. t ^f... 

(21) ' Pelhybe^iennedlati^C. 1*rraslhyU- 

phortytp^eUd!nfr4*caiboxyfic acid 

(221 PtlDTOZDCSne 1—i.HHmm 

(24; ROQQTTlQthDTphJtn *_.»_ H ^mwt 

(25) flacammphfln — .... 

(26) RemltonM - t 

(27) SwtsRteMI 



«fw"* ***r*.t, , i| h Si >4tr 

mi i ^n lii ip . .^jpp^p P*«f«4 

4-P4 pw* *♦*»*(■ *■■!***** h. MT~f'iM*'"i# N--M4-»Hrt HH ''t •*•* 
MIHhh hf+bHMH KM- 1 ■ *P |p*B — -JW ■ P ■ ■ -i»PPP ■ P < H P I M^np 
^-M-*r*-PI Hf4 l Pf^p- . p H II M l KM" . *¥* + + ** ll-M II P*»P*I pwkJ. p*JM-p>»« p*i fc*| 1 



0737 

o&;o 

6D20 

tjaao 

9273 
0743 

0123 
B170 

0SO1 

6223 
B&4B 



B210 

0220 
0240 

0254 

9B02 
023D 

0232 

D233 

D234 
B715 

B73P 
0732 
073? 

0739 
0740 



(d) Stimulants, Unleaa specifically ez- 
oepted or uraeas liBtod in another 
sohedule, any material, compound, 
mixture,, or preparation which containa 
any quantity of the followinE' sub- 
etanoes having a stlniulant effect on 
the central nervous system 1 , 

(%) Ampbalamlrm, t\& ssaHs, cpHcal l&omont, imd tmJla 

p| Its optical iaomuiu , M .^»,..>.. W ^»,»„," — ■>- 1100 

(£) Mothan^holanilnc Hjs cqHs, homera. and pj!te d 

(3) PhonnwiraiIn& antf its eqSSs » ^-— _ «—«««^. w 1631 

(4) Mclhy^phoftftuito « VMUin ,t.Mip<w n ^>-<.w«««it, 172fl 

(e) JPepressant5. TJnlesa specifically 
exoeptad or unleas listed in another 
schedule, any material, oompound, 
mixture, or preparation which contains 
any Quantity of £b;e following sub- 
stances having a depressant eftect on 
the central nervous system, inoludingr 



95 
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§1308.13 

ite salts, isomers, and salts of isomers 
whenever the existence of such salts, 
isomers, and Bolts of isomers is possible 
within the specific chemical designa- 
tion: . K 

( 1 ) AoiobarbliaJ *«*,.. — — .— **« — «**,.,,««—_«,«„♦. 21 £6 

(B) Qutailifmfctft *,— ,„.*_„„.-»»*._,„„ WMM « W „«, £550 

(3) fasnioborhltai mt *^^ t „ v ^ tt ^ — «.—,.._„_...___„*,>„ 2270 

(4) PhencycDdino _ „.«. —-J 7471 

(5] Eacobiwollat „»«*,—,,*—, — 1*-,«««, 4 ««♦♦*»-».♦♦*, h*. £315 



(f) HaHticfTio^finfc substances. 



>l»^ m um wjiih k w ww hiiw 



7376 



(1) NabEono ^« M «L. 

fAnolhttr nama lor nflbBona ft-taww-S-ti,!- 
dl trujthvl huplyO -6,6^7,0,1 0, t Oa-hiomhyd ro-1 -hy^ 

rfrt>xy^^imdhyWH-dIbimioIb,dJpymn-B^)no] 

(g) Immediate precursors. Unless spe- 
cMoally excepted or unless listed lit 
another schedule, any material, com- 
pound, mixture, or preparation wLlcih 
contains any quantity of the following 
substances: 

(I) Immediate precursor to amphat- 
amine andmethamubetominB: 

(I) PfeanytoooiDfiA ^ MM ~ «~„ »~~~*„~«^~*Ji,^ 8501 

Soma trcda or other norms phorryl«2*prDpBnona; 
P2P; banzyi moBryf hntctitf mofoyt bonryi to- 
toon; 



(3> Immediate preauraors 
phenoyclidine (FGF): * 

fi) l^phsnyfcydoftacyjantog 

(U) l-rdpan^ocfyriohoxanambarMo (PCC) 



«*M Mt+ W « H ^- — f |M*M H4HI I 



to 



7400 
8B03 



£39 EE 22142, June 20, 3iJY4] 

BorroEi&ii Mots: For ffspJEauii EEtBHraia d- 
tatiano aEtootJup 51B0BJL2, see the Itat of OffS 
Bootitmu Affooto*, wliioh apposis in tihe 
Fh*rhng AldB auction of the printed volama 
and cm &BD Afioe&a, 

§1808,18 Schedule HL 

(a) Schedule HI shall consist of the 
drags and other substances, by what- 
ever official name, common or usual 
xtame, chfimical name, or brand name 
designated, Hated in this section. Each 
ftrng or substance has been assigned 
the DBA Controlled Substances Oode 
Number set forth opposite it> 

(b) Stimulants* Unless Bpoaifioally ex- 
cepted or unless listed in another 
schedule, any material, compound, 
mixture, or preparation which contains 
any quantity of the following sub- 
stances having a stimulant effect on 
the central nervous eastern, including 
its salts, isomers (whether optical, po- 
sition, or geometric), and salts of euoh 
isomers whenever the existence of such 
salts, isomers, and salts of isomers is 
possible within the specific chemioal 
designation; 



2! CFR Ch. II (4-1-05 Edition) 



01 Thoio (aurtpourds, mhduras, or preparations In 
oasnrjo urtfl form eoniatolnrj any ofJmufanl «uh~ 
BUtnaut Bated In achedula |) tvhith compounds, rrdx- 
Uirtjs, or preparations ware tstod on Ai^uai 25, 
1871, as o*o«ptad compound* undtrr § 1308.32, and 
any other drojj of Jha qtmnliiailvB composition 
shown In Hist Ssl for Uioso drurja or which tc too 
coma OKC&pi thai ll cantatac & tact quantity of 
eontroBad sUbelancaa ~,^,. MW 



1 i*il" ■ P |.*Mrip*^ w 



+4 I *H»»U iiim**^fp4*j 



(SJ BofWphoUuTtino _^->_ t - f .. |J - 11T . T f . T — 1 -, 11J _ I1 

{3j CNorpJianU»mlflo .— «-^«M. ta «.«^^„ 1 « WIl «, Wfc , fc . 

{6} Phandimelnirino — « » 



*ii ■■■<■■ M*l ■-■* 



1405 
122a 
1845 
1647 
1015 

(0) Depressants, Unless specifically 
exoepted or unless listed in another 
schedule, any material, oompound, 
mixtura, or preparation whioh contaiue . 
any quantity of the following anb- 
stances havieg a depressant effect on 
tihe central nervous system: 

(1) Arty compound, mixture or pmpwatlon contafnlnrj: 
0) Amobtubltoi », 
{BJ SacoherbllaJ ^ 
{irj} PuntoiMifbitfij 

or any s&g thwiof «md ono or mors other aotlvo 
nwdldnnJ JnrjrcdStmta wn^h am nol Hatad In any 
Gcnodult 

t^ Any suppository doeaoo fonn contejnJorj; 
{g Amafoarbltttl 
{S) Bttcobaibtlai 



#^<JT HW H ^H M *<H HMWWWI ^ | 



*Tfl«W**H*tMI^ I 



iNtwt 



**■*+ p M H P I ** 1 hP t M hil I »W|-ti*d|i 



212a 

2316 
£271 



WHM^IMHMMWfttl * 



or any aaft of ooy of thm dnjp mtd opprowti by 
iho Food and Dn^ AdAdnldroUon tor mwtartlng 
oriy tc cupposllory* 

(3) Any fiobwenco which contafno any quantity o( a 
tiflriVBilTO of harbllurto acid or any call triorocl -«,. 

(4) Chtefhnxadol ^ fcM _ t*««— -^-..^^^.^^.^^ 

(5) Any drug produd contaUnlnD fjflmma bytfraxybulyrfo 
add, Including ttc ecils, isomero, and «Eiiut of bo* 
mora, tor whfcfc on upptScoUon k approved under 
eocUon BOS of the Fodami Food, Drug, and Do*- 

mOUO ftW nm w V4t otvn n im m i i w i i wi w«i iu- n i H .i.t-M 

te) Kotnmlna, to EaJic, tBomem > and sulfa of toonwrn » 
ISorno rthcr namos for Koternlno; (i}-2-{£- 
chJon^rajrryJJ^malhytaniir^J-cydoh&itanDnoJ 
[7) iyseqglc ttcij ^ 
(0) Lyuarrjb acid turddo 
(U) Molhyptylnn 

(to) SutlendtafthyJmaftanri ^, tt 

jtij Sutfontrthyirrmthans 
(12) autfonmoihami 



2316 



2271 



2100 



rm m min i p,,t,, „ m mtw un a r . r— 



h i >hit ilii<*h<'H HHM H p+t*4 r«44 «w i+ M-i 



tl l ' I M — K*™* »■ U WII I I II . T '*«»»l» 



>^HUlMWII 



»<• < m M Pt H l U ' I H H>« 



mil 1 inw r*4i mtii iiii i iii iim I ...imi 



2012 
72BS 



7300 
7310 
2576 

2600 
2B05 
2S10 
720S 



[13} THotorrdrto end xolawpfim cr any salt thoroof »> 
Somo imda cr othor nnmaa for n llkjuunlno- 
zda^pafn asmhlrffitton pnsducfc 
TntoL 
Somo taida or crthur namoa for tHalambo: 

2Kalhyiionlno}-2^2^ton^cyolohoxanor!Q„ 
Soma irodo or other namoa for zotapam: 
4*{2-f]uoropherry^O ( ^dIhytlro-1 ,3,S- 
trirnalhylpynjzDio^g^] fl,4f<Hattpfn- 
7|1tyona, tlupyraxnpofu 

(d) Nalorphine 9m. 

(e) Narcotic drugs. Unless speciacally 
excepted or unless listed In another 
aohedule: 
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Drug enforcement Administration, Justice 

m My mflM4 compound trfxttna, or pnipamllnn 

1 efiinteD any oT Uio (oUawino narcotic drug*, or 

their BBlto oalcutatad us lh* ten anhytrrmia base or 

fiUoildtd. in BmHed cuanttllos us oat rorth mow 

ffl Not nwro than 1J» Bm>w &* eadat™ PJ. r 

100 rrOTnr* or no) mom than 00 mli- 

grama par doaaen unfi/wflh. on equal or 

Creator quanlfiy ol on taoqulrwEno gBwow 

of opium -»»>»« » .■ >.... — „.——..---*»——»* 

m Not more than 1,B 0*ams oj codatiw por 
100 rrtlWUsm er not more lhan CO mfla- 
jjmms par doGftflo unit. «Kh ona or moffi 
ttcttve, nonnamollo toflradtonla m tucafr 
rtod IKempauUc amounts ».—.«—**..«+*-»*•** 
ran Not mora than 300 magnum ol 
dniyrfmcodolnono [hydnscndono) par 100 
mBODtom or not morn than 1B mBlB t an^ 
par doaeoa will wto « fourfold of areolar 
quanfliy of .an Isequtoo&w *&&& w 
opium *>».m— * «^*— ■ .*«.—«■*••*■ 
(lw) Not more tten 800 mUprtatm ol 
dmydwcodulnan* {hydmeodono} par 100 
mDOEtoio or not mora thou 15 rrwams 
pw dosage unit, vrfh ono or morn bona 
naMBittffia tngrodbntn h racognlwd 
tharapgUtio ww unto ♦—*— i**«—«— ""™!j 
(ri Hoi mom than 1.B flmira ot 
dDudrocpdrina par 100 nflflfton or hot 
more than 80 mUsrama per doa ago unit, 
with ona or man* actfoo nonnarcoUo men* 
dlcnte tn lecofinteM) Iftnrapautlc omotintn .„ 
Ml Nat more than OOD mUHgmma of 
othyimorphJrw pot iDO mtoets or not 
mom than IB trfUJgramo par tfoanoo una, 
v^tih ww or mam sctte, noniturcotto Ingra* 
rilnnis in racoonfeod thampeuifc amourrta _ 
MB Not mora than 600 mlflJgmma ol cphaii 
per 100 mHBtitara or por 100 grama or not 
morn lhan 25 roltSijnjma par dosaca urit, 
with ona or mom acttvn, nonnarcoUo tngra- 
tUantn m roMfinfeed thnmpDUilo nmounla ~. 
(vHH Not mom than ED mHflfframfi d moipMnp 
tar 100 misntare or per 100 gram* iVrtlh 
can or mora nrih«, normora>Uc InBrodtanw 
Jn recofinkfld thbmpoutia amounts — *~- 
(H Any motonal, compound ntara, or prepsmiJon 
wi^Jnlno any of *1» tallowing narcotic drojiw or 
tholr oaltn, tat notiorth bakw 

P) BupnsfliorphJfl &»•«**»• »«-»« ■** -»*~— 

fl) tfiotvad]. 

(f) ^nabalic steraite. ttoless epscifl- 
oaUy excepted or unless listed in a&- 
ofoer sohaataB, say materlnl, com- 
posM, mlxtore, xjt prepaxatlou con- 
tafcrias any qaantlfcy of 1Sie follows 
saliBbBSoeBj inclmaiuff its aaltB, isomers, 
ajid Baits of iBomers Ttfumaver the ex- 
iBtSBce of Buck Beats of leomerB 1b poa- 
Bime wltbin -the Bpeotao ckemlo&l dss- 
ignation: 

a) AjulUoIIo Btaroies Am 

(g) EaUucinogznic substances: (1) 
BroBa-btool CByKtaietio) in bbsbjeb oU 
omA enoapsulatea in a soft gcOatin oap- 
otae is a XT .S. Food and Drug AdminiB- 
tration approved prodnot— 7369. 
[Borne ottxer mun&fl lor droualiliioli* (BaJt- 



oaoa 



9B10 
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pa&tyl-fiff-dibanso Cto f dJpyi«ui-a-ol3 or <->- 
deltB^^(imnff>tetrabyarooBiiaaWiiol] 

C2) [Heasrveai 

rafi FR 22142* Jano 20, 1074, OB amsnded at 51 
m 43401, Dot;, 1, 1S76; 43 *FR 8385. Jan. 26, 1970; 
44 FE 4DBBS, Jaly 13, M8; 40 FE- 52339, Oat, 97* 
Ifl&l: 61 TO B320 t Fob, 13, 198Q; 52 TO 3323, JaiL 
21 1SS7: 63 PR 6952, Feb. 27, 1BB7; 66 m 5764, 
Feb. IS, 10S1; 66 ^a 31B32, Mat. 21, 1Q31; 62 3SE 
1S563, Mar. 21, 1BB7; 64 TO S58S0, Jtily 2 t lfl93; 
04 TO 87S7B. Jaly IB, 199B; 66 FB- 332S8, Mar. 
13, 2000; 66 FE 174^0, Apr. 9, 2000; 67 TO 62370, 
Out. 7, 20023 

§1808.14 ' Sche0alo W. 

(a) SdkadBle IV shall aoasist of t^e 
dmgB and oilier enbBtaBoes, by what- 
ever ofElcial Bsme, common or xmwtl 
mmB t oheuiioal name* or brand name 
dBSignated, liflted in 1Mb section, Baon 
axug or sabetsiiioe has been aesigned 
the BBA OontroUed Bnbetanoes Code 
Number eat tortfL oppoeite it. 

(b) Narcotic drugs. XTnless apecifloally 
* excepted or imleBa Hnted in another 

eohednle, any material, compound, 
mixtmre, or preparation containing any 
of the following narcotic arngs, or 
their salts calculated as ifte free anhy« 
drouB base or alkaloid, in limited qaan- 
titles as est forth below: 

m Nat mam Hum 1 rnisngmm of dUonaJdji and not Iobo 
lhan 25 mJcroarema ol nUoplno oottaU) per dosaoa 

Witt **» ,|,| - - nw H...H...I >* *"» "" ■*■ " * W I Of 

(S) Daxttopropasfffcono [al^a-{+)»^dlrtwlhytBinlno- 

1,a^lv3rty1^mflthy^SiiroplorKwyiiiJtaoo) ^- — - se« 



ADB4 



(o) Depressants, Unless epeoifioally 
excepted or nnleBB listed 4 in another 
Bchedxile, any material, compound, 
mixtnre, or preparation which, contains 
any quantity of iihe fdllowing: snb- 
Btanoes, inoluding its salts, isomers, 
and salts of isomers whenever the ez» 
ietanoe of euch Baits, IsomarB, and Baits 
of Isomers is possible within the epe- 
oijac ohemioal designation: 

(t) AJproiolam *~~ .—►.—«.. — >~.+~-*~* — m~- ^GB| 

Barbilal *^*«-, t * t «™-»— k ,i.w*i^^»'«*w«*-'- ^^ 

Bromnxnpam *«««*—*-*^*~*— —*—*•' „.*-..-.— kmo 

Oanuuapom »,„*». ...»«.>-«> " w i> — —*-*>- ^J^° 

Chloral boiainB „_.,^— «^>— *•*-»— ♦—*—****^** *J™ 

chLoT&HiydmtB „♦.——*»«*■«.. ■■ » i""**«—- > *t™ 

{7) CWoiiilBxepODttoo w »-*««-« •—»— *•""" **^ 

(i) Ctobaiam «—- ™^—- -— — —.*—.—• «££ 

(0) Cionaiepcsni HM h ,..,.«, >»™~*~ ■■■>;■ ■*--■* *'*' 

{10} Cioncaopoto ^_»«™»«.. ^^.™«^m^— . £wn 

(i 1 J ctatlaxnpnm m.«*-««- ...«-«.-*-»**— "•^■" b ""* *^ *i^ 

(12) DJoxmoinm ..t™*™*^—.— •-**—-«— " J£S 

tlS) DniomEapafli ^«^n— «h— .*— , ^ 

(14} Dlstapam — — *-•.««—.. *J™ 

(16) DlcHoTBlphw«aono „,-.-,— —^—™*™- jjo' 
ttD} Eirlazoiam mmmm ,^. t ~m „,♦-«— **«--«*.«— **-. *^o 
117) Bhchtervyno) ^».«»-.— ~- — —- — .— g^ 
(10) EtWmuTiato . — »«-*—♦-*«—»—— *-.—.— *».»** ^sw 5 



97 



Case 1 :06-cv-00966-CKK Document 46 Filed 06/1 3/2006 Page 54 §tf."fc1 9 53 



' < 



§1308,15 



frr+4 ***+-J| MHMH4 I # L*vti Ih iM ^i M-f-** P b*i+w 



IW H »*l >MMHhpP"f WWW p*M | I h*«-M I HW **+■■ 



1 f- WW-*H— f**i 1 1 ■■ p* l*wt t| W»t*i | ltH*tf**" I ■ 



:4f***** + + +++* I M i l I i ■■ W ** 






I P+^H i W# HWt** K*HM*i— , < *■*»*#»¥■■ I 



T W 1 — iHr* b#*flfff V t -H N»l<ii*4* 






(10) Ethtf M&zapm 

(20) Rudtoifiparo 

(21) FlUntaapwn 
(23) Rurczcpam 
(23) HalBiapftm 
(24} HwlcacBlolatyi ■_h«.h.m 

(2S) Lopitsioiflm* 
(27) L^rccpam «-_ 
(2S) 'Lormclanipam —~. 
(20) Mebutflmato -, 
pa) Metajpam _■*„»— 

(31) Meprabamate 

(32) MeihohwdiBl , 

(33) MethyipiisnobaifeHs] (mophobaibltB?) . 

(34) Mittotom 



*|Ufa44f h u h Wl * +-|wJ*+H " | ■ < *!+»+* + «*■ i-w 



1 t«Hftff>|i iwwHWl^fUHH H > > > >HM i ^ffliiilhH*! 



, fchil J | ^ ^H^t**WI H4HI l-P-H-H ■*1*¥*»1 *«+**■ 



|| l+MM-kft-M »■>#■■ h 4* n* ****** P+***J M iHI| IHI " I1 I |I1< 






1 ■■■—■■■-■■■■■■■■■■— pM#l b*wq f , H^#t^fiii%i<*M4 I > ill I i ■ P !■■ i P 1 1 i i h 



.» 2?£S 
.< 27£D 
i. 5763 
27S7 
2702 
E771 
2772 
E773 

K774 

2600 
2B39 
2820 
22B4 
2250 



(35) Nlmataaipam ««««,«,«.«*.«« ««*».».»«»*.— SB37 

(3S) Nl brainpan* , *— . n .^>*t,^M **— ~ .^..^ti i^ ■ ■* ££34 

(37) NoRHaxop&rci —.--. , ., ,— ,.,,>...,....».«w>«w M -. M -»~ 2B3S 

(3vJ UXuXupuJlt *■" pt—HHrn i nn i rt n mum . MM., K tW i J 

(33) QttUDlain ..I,., i »»wm*.». m .i.w ,. 1 1 .i, i ., — ^. 2533 

(40) PfiroJdahydo i^« ■«*,«*« m««*^—~ «-—..**—««. 2SES 

(42) PhencbBifclud ^.i«**-**-«-*,-m»h™.***-**«*-«--*-« 220S 

(43) PliUttopoin , t , » . m . mm «^— — «.*.-»-.—., ■ . ,, , i» 2JJ83 

V***/ r rffiBOpiUll M I WHWHW I I I m liw |l. lll-T 1 1 I m ! »>#■« (fiftM 

IHul ^JviCml'wIi M i m i « i ** *■■■**■ n ■ *■ M M pi n " ■» i n i * ill r* » l n i" n i "1 — i ' — H*Mt 

{45} T&rnBzepatTi MMHwiwMMWM.t— ...ww*.** 2323 
(47) TctrazopaJTi , wnnMM *n~i>~- W rt.« n <». H »» SB88 

|"DJ * |lUiVwMU| I tWtiWMMufcMMma | *******+*++**+% I i — fwt" H— -Tl-*—»*ipl £XrUf 

1*1 |J J ^uJDU'Hjn- * i Hi 1 1 Hi i H I"iJ PfW HHM I i if 1 1 In H>»% 1m I fcilil HiH M II I Ml H fW"**^ " *■ ** «ptt| 

i&uj ZuipkJctni * n »w -^.^^^ n w^*»h ■*»»«* ■■- ■ i - * p.. h *n» f-i*K» 

(d) Fenfluramine. Any material, com- 
pound, mixture, or preparation which 
contains any quantity of the following 
substances, inoludingifcB salts, isomers 
(whether optical, position, or geo- 
metric), ami salta of such Isomers 
whenever the existence of such salts, 
isomers, and salts of isomers ia pos- 
sible; 

(1) FortfHJwnlno n-^i>i— ~<-...ii .■■■— ^-— »*>"■ <■ 1870 



(b) Stimulants* Unleas apeoifioally ex- 
oeptea or tmlegB liBted in another 
eohednle, any matorlal, oompound, 

mixture, or preparation which, oontaina 
any traaatitr. of iihe following' erib- 
stoncBB having a etdmulant efXeot on 
the oontral narvons system, including 
its Baits, iaomars and salts of iBomera: 

{1 ) Csl htoa ({t ) ^oipaouciocph d drf ng) « ^«». «♦«.«—- 1 £30 
(5) DtalhyiKroploti ». .«»», m .i.,.»inJt q ~H lM , nMHHt 10 ID 
(3) Foficcrnlftinln ,— «— ,_-— «-- h»^™«^«-,— * 17fid 

It* PO^JpW UlflJf UA %4 fcatMMwM f^| — M-pw | WMW m f M p«-p^-i H Mill" I !*♦♦«♦*+ P^l H I I P ffl 

^tfj MCZXTSmDI »■■ I PJ» M Wh ■■■#>! ITTil H tT**™ *— Lt*HMi*%w*T¥***H »■ ■■■■ I H PH h I ■*■ W MMHW 1 DtO 

\Vj) MUlO [>UlOX *»WNN>^t ■■■■ * ' * P M " H ' (*'!*' j* »V4 P ■*>ti" H PI * ***** P " H* H 1 DUV 

( | 1 |Tl UUfJ-| pEUI 4#« l/| Tt1 M** l I M -M/ M t -MH — | — n |fc>iiH, >h n H Ih.ihHid iPHWN— k*« I P*f*»l I W l?L» 



(^ PomoTtno (3nduii!nfl cipon&mfilBlEc compfrosB mid 

cJitiolcs Ehtinsof) .„ w^^m^.^.. >»*... , ., n . 1S90 

(D) PhonlBnnJno , i.i >w -^— ~ ^-. -w~r» 1B40 

(lUj iJpTUOIW umi nn ii f i i ii ii H >~t- i«iii i i i i| HI i | ii i I >♦» « I >^ t J— K^« If tW 

If 1J 9|lJ UUhJ II Hi V i fPPH*W*ll P»<W**»«** Ml— H BHlii*l*P'll >Ti*#l lii h ihlll"T** Ivfw 

(1E5 SPA ((*)*1*d!mflIhytomlno- 1 ^tDphanyi cthana] -« 1DS5 

(f) Ot/ter substances, ITnleBB BpBoifi- 
oally exoopted or -onlesB listed in an- 
other schedule, any material, com- 
pound, mixture or preparation whioh 



21 CFR ChJI (4-M35 Ecfflton) 

contains any quantity of the following 
BubstanoeB, Including its salts: 

(1) Pen taiodiw ,.- w-, — h-t i- «*«*« ••«-,««—..«.». w*» 0709 
(£) Bulofphfinol (Indotflna lis cplioaJ taomurt) .^„„.- t „ CF720 

[?0JB 22145, Juno 30, 197^1 

BmroRXAL Wote: Far Fjkdheai, Beoibtbe ci- 
tdloiis eifeatinff gl308J.4 ( boo tsiie Ll^t of OK& 
ScatlanB MtDOtcd, whloh appears in the 
S'inding AidB s&atlan of the printed voltune 
and on Q-PO Acooaa, 

U3D8.15 SbhBaulaV. 

(a) Sothednle V ahall consist of th.e 
druge and other sahstanoBs, hy what- 
ever official name, common or uaiial 
name, chemical name, or brand name 
designated, listed in tola section, 

(b) Narcotic drugs* Unleaa spaoifioally 
excepted or unless listed in Brother 
schedule, any material, oompora&d, 
mixture, or prepczatlon containing any 
of the following narootio drngs and 
their salts, as set forth below: 

CO CEteBervecU 

(c) Narctittc drugs containing 7MWi-7iar- 
cotia active medicinal Ingredients, Any 
compound, mixture, or preparation 
containing any of tfcte following nar- 
cotic drugp, or their aalta oalonlated as 
the fcee anhydrous base or alkaloid, in 
limited quantities as set forth below, 
which shall include one or more non- 
narcotic activa medicinal ingredients 
In Bufaoient proportion to confer upon 
the oompoimd, mixture, or preparation 
valuable medicinal gnalifcieB other than 
those possessed by narootic drugs 
alone: 

(1) JSot more than 2DD milligrams of 
codeine per 10D mlUHiterg or per 100 
grams. 

(2) l^ot more than 1D0 milUgrams of 
dJayarooodeine per 100 milliliters or 
per 100 grama, 

(8) Not more than HJD milligrams of 
ethylmorphine per 10D milliliters or per 
100 grams. 

(4> Not more than 2*6 milligrams of 
diphenoxylate and not less than 2fi 
micrograms of atropine sulfate par dos- 
age unit. 

(5) Not more than 100 milligrams of 
opium per 10G milliliters or per 100 
grams, 

(6) Not more than 0*5 milligram of 
difenoxin and not less than 25 
micrograms of atropine snllate per dos- 
age unit. 



i 
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Drug Enforcement Admlnfs&urton, Ju&Wce 

(d) Stimulants. UnleBB specifically ex- 
empted, or exclude li or unless Hated in 
another schedule, any material, com- 
pound* mixture, or preparation whioh 
contains any quantity of tha following 
substances having- a stimulant effect 
on the oentral nervous system, includ- 
ing- its salts, isomers and salts of iso- 
mers: 

(1) PyrDvalfiTOJafi — .~p,.. ..♦ ...*13fl6. 

(2) fc&eaorvoill 

£3& PR 2214B, June 2G t 1974, bb amandud at 43 
FB 393Ba ( Aug. 28, 1878; 44 PB -50088* July 13, 
197&; 47 3m 499*1, Nov. 8, 19B2; SO TO fljw, Fab, 
SB, Jflfi5; 63 TO 5963, Feb, 37, JISS7; £3 FK 30BW, 
Apt. 4* UBB; 56 EB 51372, Esq. 3, JS91; 67 PR 
63370, Oct. 7, 20023 

EXOLTOED tfCttmAHCOTIO SUBS'EfiSOBS 

§lS0fi^l Application for exoloHion of a 
nonnarcotic aubetance. 

(a) Any person seeking to have any 
nonnarcotic substanoa whloh may, 
under the Federal Food, X>rag t and Oo&- 
mefcic Act (21 USXK £01), be lawfully 
eold over the counter without a pre- 
scription, excluded from any schedule, 
pursuant to section 201(g) O) of the Act 
(21 TLB.O. 811 (ff) (1))» may apply to the 
Administrator, Ifcug Enforcement Ad- 
ministration, Department of tf notice, 
Washington, DO 20537, 

(b) An application for an exclusion 
under 1shls Bectlon shall oontain the fol- 
lowing information: 

(X) Ehe name and address of libs ap- 
plicant; 

(3) The name of tOa.e substance for 
which exclusion 1b sought; and 

(3) 'The oomplete cjxantitatlve com- 
position of She substance. 

(c) Within a reasonable period of 
time after the receipt of an application 
for an exclusion under tula section, the 
Adrninistrator shall notify the appli- 
cant of his acceptance or nonacoept- 
anoe of hie application, and If not ac- 
cepted the reason therefore. The Ad- 
ministrator need not accept an applica- 



§1306.22 

tiou for filing if any of i&e reouire- 
rnents prescribed in paragraph (b) of 
£hiB section ie lacking or le not est 
forth as to he readily understood. If the 
applicant desires, he may amend the 
application to meet the requirements 
of paragraph (d) of thle section. If the 
application 1b accepted for Uliti^, the 
Administrator ehall issue and puhliah 
In the FHDBerai, &KHBXBR Me order on 
the application, which shall include a 
reference to tlte legal authority under 
which the order 1b issued and the find- 
lags of fact and concIUBious of law 
upon which tihe order in haeeil Thle 
order shall specify the date o^ which It 
shall take effect. The AdmfnlBfcrator 
shall permit ajay Interested person to 
file written comments on- or objections 
to tine order within 60 days of the date 
of publication of hiB order in the WBD- 
BsUli BEGi^nnB,. H any such oommente 
or ohjecteona raise significant ifiauee 
regarding any finding; of fact or conclu- 
sion of law upon which the order is 
"based, the AdmixoBtrator shall imme- 
diately snepend She effectiveness of the 
order until he may reconsider iihe ap- 
plication in ttghh of the comments and 
ohJeotdonB iHcd* CEliereafter, the Ad* 
ministrator shall reinstate, revolre, or 
amend hie original order as he deter- 
mines appropriate. 

(d) The AdorlniBtrator may at any 
time revoke fijoy exclusion granted pur-" 
suant to section 201(g) of the Act (SI 
1LS,0. BXi(g:)) by following' the proce- 
dures set forth in paragxapth (c) of -this 
section for handling an application for 
an exclusion which has been accepted 
for filing- 

§1808»&1 Exduded ffubfftances. 

The fhllowiXL^ nonnarootto eubstanceB 
which may, under the Federal Food, 
Dru&, and Cosmetic Act (21 TJ.B.O, 901), 
be lawfully Bold over the counter with- 
out a prescription, are excluded from 
all schedules pursuant to section 2D1(&) 
W of the Act (21U.B.O. 61M&) (1)): 



excluded Nonnarcotic products 



Company 



QoSdHnu Labppnlariua *— » 



Tmtfanamo 



Haw^omff Ptvdusia Ins *» Chouto'o bog fi*ta& - — 



PoAu-Dovte & Co 



"ThsophotJ „._ 
Todrigwi Tatolato «. 



fttMfHHfftiMtWf 



7edrol 



IHtMKWI ■**• '■"*♦ 



NDOcoda 



00103-1377 

00071-^230 



Fomi 



ContrtStecf mibtianco 



PhtmobBibHul N-«»u» (m „ 

PhonobaiblUil 
Cbtora] hydmto «.«„«. 



pm I Ti ■ ii.ni> («»♦**• *** 



PhcwibaibUaf t ,-**~-~H*« 



(mgormg/ 



aoo 

iJQO 

0.00 
245,67 

8.W 
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EXCLUDED NONNARCOTIC PRODUCT&~™CDntinUBd 



Company 



Pfirto-Onwlfl & Co .**,.„,.* 
FariaHDavto & Co ««»„„«, 
Partco-Davis & Ca «.«..«,» 
Fatmorf Ptwrtuuey «.«,*^, rt 

Bmlih K&ia Ccrttuow ,..«.. 

aoiflrtD Drug, Eras .„„_.,.„, 

Whllfi Hnfl Laba 



k«*mMMHt*' 



Trnda nama 



KDCcojJe 



I !»*+**. »**»N****M 



Tcdml Suopowfoft _. *»_ 

AzjTio*AkP M^-B-iMMt 

B errata draft W i^. M hiwmi 
DrDiiKutwir ■»»»MHi^iitiHM 
BtflnKoiaift .«»__..».».»,—, 

PtfmAiaaa (P-ti£leto) «,— 
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§1808*23 BSxcanptioa of certain chem- 
ical preparations* appEoatloxi. 

(a) The Administrator may, "by regu- 
lation, exempt from the application of 
all or any part of the Act any chemical 
preparation or mixture containing one 
or more controlled substances listed in 
any schedule, wnioh preparation or 
mixture Is intended for laboratory, in- 
ausfcriaV educational, or special re- 
Beard! purposes and not for general ad- 
ministration tD a human being or other 
animal, if 1&e preparation or mixture 
either: 

(1) Oontaina no narcotic controlled 
substance and la packaged in auoh a 
form or concentration that the pack- 
aged quantity does not present any Big* 
niftcant potential tor abuse (tha type of 
packaging and the nletory of atrase of 
the aarne or similar, preparatiojas may 
be considered in deterniiiiin& tine po- 
tential for atrasB of the preparation or 
mixture); or 

(2) Contains either a narcotic or non- 
narcotic controlled substance and dub 
or more adulterating or denaturing 
agents in each a manner^ combination, 
quantity, proportion* or concentration, 
that the preparation or mixture does 
not present any potential for abuse. If 
the preparation or mixture contains a 
narcotio controlled aubstanoe, the 
preparation or mixture must be formu- 
lated in auoh a manner liaat it incor- 
porates methods of denaturing or other 
means so that the preparation or mix- 
ture is not liable to be alamed or nave 
111 effecta, if abused, and bo that the 



narcotio substance cannot in praoUoe 
be removed. 

(b) Any person seeking to nave any 
preparation or mixture containing a 
controlled BubstaiLOQ and one or more 
nonoontrolled * substances exempted 
from the application of all or any part 
of the Act, pursuant to paxagxapn (a) oi 
this section, may apply to the Admin- 
istrator, Drug Enforcement A drnini a- 
tratton, Departasnt of 3u&tioe, Waah- 
ingfcon, DO 20687. 

(0) An -application for an exemption 
under this section shall oontaia tine fol- 
lowing iMojcmatian: , 

(1) Ehe name, address , and registra- 
tion number, if any, of tho applicant; 

(2) ^Phe name, address, and registra- 
tion number, if any, of ths manufac- 
turer or importer of the preparation or 
mixture, if not the applicant; 

(3) ThB eacact trade name or other 
designation of ths preparation or m±a:~ 
ture; 

(4) The complete gnalitativG and 
quantitative compcBition of the prepa- 
ration or mixture (including all aative 
and inactive 'ingredients and all con- 
trolled and noncontrolled BUshfct&sucBB); 

(6), The form of the immediate con- 
tainer in which the preparation or mix- 
ture will be distributed with sufficient 
descriptive detail to identify the prepa- 
ration or mixture (e\g*» bottle, packet, 
vial> soft plastic pillow, agar gel plate, 
etc*); 

(6) The dimensions or capacity of the 
immediate container of l&e prepara- 
tion or mixture; 
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Orvg Enforcement Administration, Jusiic© 

§ (7) She label and labeling, as deflued 

In part 1300 of thia chapter, of ths im- 
mediate container and the commercial 
containers, it any, of the preparation 
pr mixture; 

(8) A brief statement of the facte 
which the applicant believes justify the 
granting of an exemption under ttdB 
paragraph, including information ob 
£he ojsq to wbi&i ths preparation ox 
mixture will be puti 
{8} ^0 date of fchs application; and 
(10) Which of the information sub- 
mitted on the application, If any. is 
deemed by the applicant to be a trade 
secret or otherwise confidential and en- 
titled to protection under subeectian 
402(a) (B) of the Aot (21 TLS.O, 842(a) (8)) 
or any other law restricting public dis- 
closure of inf ormafcion- 

(d) *Ehe Administrator may require 
the applicant to submit snob docu- 
ment* ox mitten statements of fact 
relevant to the application &e be deama 
neoeBaary to determine whether the ap- 
plication should be granted- 

(e) Within a reasonable period of 
time after the receipt of an application 
for an exemption under this pottos, 
the* Administrator shall notify the ap- 
plicant of his acceptance or nonaccept- 
onoe of his application, and if not ac- 
cepted, the reason therefor, Tbt Ad- 
ministrator need not accept an applioa- 
tion for filing if. any of the require- 
ments prescribed in paragraph (o) or re- 
quested pursuant to paragraph (d) la 
lacking or iB not eat forth aa to be 
readily understood. If the applicant de- 
Biree, he may amend the application to 
meet the requirements of paragraphs 
(c) and (d) of this section. If the appli- 
cation is accepted for Sling, the Ad- 
ministrator shall issue and publish In 
the 3M)maL B&BiEim his order on the 
application* which shall inclnde a ref- 
erence to the legal authority under 
whioh the order is based- Tula order 
shall speoiEy the date on which it shall 
fcalre effect, Th$ Administrator shall 
permit any interested person tc iHe 
written comments on or objections to 
the order within 60 days of the date of 
publication of his order in the Fedhrai* 
Bebieebbu If any such commenta or ob- 
jections raise significant issues regard- 
ing any Ending of fast or conclusion of 
law upon which the order is based, the 
Administrator shall immediately sub- 



§1308,24 

pend the effectiveiieBB of the order 
until he may reconsider the application 
In light cf the comments and objec- 
tions file& Thereafter, the Adminis- 
trator shall reinstate, revoke, or 
amend hie original order as he deter- 
mines appropriate, 

(0 The Administrator may at any 
time revoke or modify any exemption 
granted pursuant to this section by fol- 
lowing the procedures set forth in para- 
graph (e) of this section for handling an 
application for an exemption which has 
been accepted for filing, ^hs Adminis- 
trator may also modify or revoke ^he 
criteria by which exemptions- are 
granted (and thereby modify or revoke 
all preparations and mixtures granted 
tindsr the old criteria) and modiiy the 
ecope of exemptions at any time, 

[38 ff& S254* Mar. SO, 197B. BadSdgn&tred &t S3 
WB, 26803, Sept. 24, 1B73, and amended at 4fl 

m mm, May at, ^di; © ra issoa, mkt. m, 

§1308JM Exempt chemical prepara- 
tions. 

(a) The chemical preparations and 
mixtures approved pursuant tc gl808,2& 
arB exempt from application of sec- 
tions BOB, 303, 305, 306, 307, 80S, 309, 1002, 
1008 and 1004 of thb Aot (%L TX E.O, S22- 
823, BZ5-B2B, 95M64) and §1S0L74 of this 
ohaptet* to the extent described in 
paragraphs (b) to (h) cf uhis section. 
Substances set forth in paragraph (j> of 
this section shall ha exempt from the 
application Of flections 305, 806, 3D7, 308, 
309, 1002, 10D3 and 1G04 of the Aot (21 
17,8.0. 82M39, 953-354) and S§180L71— 
1801.73 and 1801.74 (a), (b), (d), (e) and (f) 
of thiB chapter to the extent as herein- 
after may be nrovidetL 

(b) Registration, and security: Any 
person who manufactures an exempt 
chemical preparation or mixture must 
be registered under the Act and comply 
with all relevant security requirements 
regarding controlled substances bBing 
UBed in. the manufacturing process 
until the preparation or mirtnre is in 
the form described in paragraph (i) of 
this section. . Any other person who 
handles an exempt chemical prepara- 
tion after it is in the form described in 
paragraph (i) of this eection is not re- 
quired to be registered under the Act 
to handle that preparation, and the 
preparation is not required to be stored 



101 






Case 1 :06-cv-00966-CKK Document 46 Filed 06/13/2006 Page 58 q£1£9 57 



§1308.24 

in accordance with security require- 
ments regarding controlled substances, 

(c) Labeling: In lieu of the require- 
ments set forth in part 2302 of this 
chapter, the label and the labeling of 
an exempt chemical preparation muet 
he prominently marked with its full 
trade name or other description and 
the name of the mantifactnrer or sup- 
plier as set forfcfc la paragraph <i) of 
this section, in each a way that the 
product oan be readily identified as an 
exempt chemical preparation. The 
label and labeling mxmb also include in 
a- prominent manner the statement 
"For industrial use only" or "For 
chemical nee only'* or "ITor in vitro use 
only™not for human or animal usb 1 ' or 
"Diagnostio reagent— far professional 
use only'* or a comparable statement 
warning- the person reading: it that 
human or animal nee la not intended. 
The syiriboX designating the eohedule of 
the controlled substance ie not re- 
quired on either the label or the label- 
ing of the exempt chemical prepara- 
tion, nor ie it necessary to list all in- 
gredients of the preparation. 

(d) Beoords and reports: Any person 
who manufactures an exempt ohemioal 
preparation or mixture must keep com- 
plete and accurate records and file all 
reports required under part 1304 of thin 
chapter regarding all controlled sub- 
stances being used in the [manufac- 
turing prooBBB until the preparation or 
mixture is in the form described in 
paragraph (1) of this section, 2n lieu of 
records and reports required under part 
1304 of this chapter regarding exempt 
chemical preparations, the manufac- 
turer need only record the name, ad- 
dress, and regietration number, if any, 
of each person to whom the manufac- 
turer distributee any exempt chemical 
preparation, Each importer or exporter 
of an exempt narcotic cliemical prepa- 
ration must submit a semiannual re- 
port of the total quantity of each sub- 
stance imported or exported in each 

' calendar half-year within SO days of the 
close of the period to the Drug and 
Ghemical Evaluation Section, Drug En- 
forcement Administration, Department 
of Justice^ Washington, DO 2Q53 1 ?. Any 
other person who handles an exempt 
chemical preparation altar it Is in the 
*form described in paragraph (i)* of this 



21 CFR Ch. II (4-1-05 Edition) 

section is not required to maintain 
records or £Qe reports, 

(b) Quotas, order forms, prescrip- 
tions, import, export, and trans- 
shipment requiremente Once an ex- 
empt ohemioal preparation ia in the 
form described in paragraph (i) of this 
section, the requirements regarding 
quotas, order forms, prescriptions, im- 
port permits and declarations, escort 
permit and declarations, and trans- 
shlpmsnt and intraneit permits and 
declarations do not apply* ISiese re- 
quirsments do apply, however, to any 
controlled Buhfltanoee used in manufaor 
tnring the exempt chemical prepara- 
tion before it is la the form descrinsd 
in paragraph (i) of this section. 

(f) Criminal penalties: No exemption 
granted pursuant to §1303,33 affects the 
criminal liability for illegal manufac- 
ture i diflWbuticm, cr possession of con- 
trolled substanoss contained in the ex- 
empt chemical preparation- Distribu- 
tion, possession, and use of an exempt 
ohemioal preparation are lawful for 
registrants and nenre^isfcrajata only as 
long as such distribution, possession, 
or use is intended for laboratory, in- 
dustrial, or educational purposes and 
not for immediate or subsequent ad- 
roinlBtration to a human being or ouhsr 
animal. 

(g) Bulk materials: For materials ex- 
empted in bullc quantities* the Admin- 
istrator may prescribe requirements 
other than those set forth in para- 
graphs (b) through (e) of this section on 
a case-by-case basis. 

0x) Changes in chemical preparations: 
Any change in the quantitative or 
qualitative composition of the prepara- 
tion or mixture after uae date of appli- 
cation, or change in the trade name or 
other designation of the preparation or 
mixture, set forth in paragraph (i) of 
this section, requires a new application 
for exemption, 

(1) A listing of exempt chemical prep- 
arations may be obtained by submit- 
,ting a written request to the Drug and 
Ohemioal Evaluation Section, Drug En- 
forcement Acniinistration, Wash- 
ington, DO 206S7. 

(j) l&e following substances are des- 
ignated as exempt olxeraioal prepara- 
tions for the purposes aet forth in this 
section. 
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Drug Enforcement Administration, Justice 

CO Chloral "When paolragfld in a 
asaled, ojrygen-free environment, under 
nitrogen pressure, safeguarded against 
exposure to the air. 

(2) JEmtf* Phmobarbittti Bnzymo Beo- 
^ent B, In one liter quantities each 
with a G ml. retention sample for re- 
packaging* aa an exempt chBmioal prep- 
aration only, 

£35 PB 5365, Mar* 80, JffTS} 

BDetoeial Mom tfor B^d^eal Beqister d- 
t&tione affBotiner §1SQ8*24, ace the List of OWB> 
Sections Affected, whioh appears in to 
Finding: Aids aaatltm of to printed volume 
and on G-PO Aqobbb. 

BtfSftOID IMFLAOT PRODBOTE 

G1308.2H Bkeluaion of a vei 

abolio etaroid implant produc 
plication* 

(a) Any parson seeking to nave any 
anabolic steroid product, which is ex- 
pressly Intended for administration 
throngs Implants to cattle or other 
noahuman species and which has been 
approved by the Secretary of Health 
and Human BervloBB for such adminifl- 
tratton, identified aa being excluded 
from any schedule, pursuant to eeotlon 
102(41)CB)CO Of the Act (21 U.B.O. 
802(41)CB)(i)), may apply to toe Admin- 
istrator, Drug Enforcement Adminis- 
tration, Department of Justice, Wash- 
ington, DO 20681* 

(b) An application for any exclusion 
under this seotion shall be submitted 
in triplicate and contain the following 
Information: 

(1) Tim name and address of the ap- 
plicant; 

(2) 'The name of the product; 

(3) Tb& chemical structural formula 
or description for any anabolio steroid 
contained In the produot; 

(4) A complete Description of dosage 
and quantitative compoBltion of the 
dosage form;, 

(6) Thtf conditions of nee Including 
whether or not Federal law restricts 
this produot to use by or on the order 
of a licensed veterinarian; 

(6) A description of the delivery eye- 
torn in which the dosage form will be 
distributed with BufELcient detail to 
identify the product (e.g. 20 cartridge 
brown plastic belt); 



§1308.25 

CO The label and labeling* of the Im- 
mediate container and the commeroial 
containers, if any, of the product;. 

(B) The name and address of the man- 
ufacturer of the dosage form if dif- 
ferent from that of the applicant; and 

(fi) EfTidenoB that the product has 
been approved by the Secretary of 
Health and Human Services for admin- 
istration through implant to oattle or 
other nonhmnan speoies* 

(o) Within a reasonable period of 
time after the receipt of an application 
for an exclusion under this section, the 
Administrator shall notify the appli- 
cant of Mb acceptance or nonapoept- 
ance of the application, and if not ac- 
cepted, the reason therefore, Th& Ad- 
ministrator need not aaoept an applica- 
tion for filing if any of the require- 
ments prescribed in paragraph (b) of 
this section is lacking or 1b not set 
forth aa to he readily understood. Ehe 
applicant may amend the application 
to meet the requirements of paragraph 
Co) of this section- If the application is 
accepted for ftUng, the Administrator 
shall iasue and have published in the 
Fbdhbal BEO-isim his order on the ap- 
plication, which shall Include a ref- 
erence to the legal authority under 
which the order 1b issued end the find- 
ings of faot and oonolUHlonB of law 
upon which the order ia based. OThis 
order shall specify the date on which it 
will take effect* tine Ainninistrator 
shall permit any interested parson to 
file written comments on or objections 
to the order within 80 days of the date 
of publication in the MmmaL ;&eig~ 
iBTm* If any such, comments or objec- 
tions raise significant issues regarding 
any finding of fact or conclusion of law 
upon which the order is based, the Ad- 
ministrator shall immediately suspend 
the e0eofcivene&B of the order until he 
may reconsider the application In light 
of the comments and objections Eled. 
thereafter, the Administrator shall re- 
instate, revoke, or amend his original 
order aa he deterxninea appropriate. 

(d) *Eha Administrator may at any 
time revoke or modify any designation 
of excluded status granted pursuant to 
thia section by following* the proce- 
dures set forth In paragraph Co) of this 
section for handling an application for 
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an exclusion which has been accepted 
for filing. 

m F& 43938, Aug. 30, 1SBU 

5130R36 Excluded veterinary anabolic 
steroid implant products. 

(a) IFroduots containing an anaboUo 
steroid, that are expressly intended for 
ad^oiniBtratiDn through implants to 
cattle or other nonhuman species and 
which have bean approved by the Beo 
retary of Health and Human Services 
for audi administration are excluded 
from all schedules pursuant to section 
102(41)(B)00 of iihe Act (31 TJ.S.C. 
802(£t)(B)(D), A listing of the excluded 
products may be obtained by submit- 
ting a written request to the "Drug and 
Ohsmioai Evaluation Section, Brug En- 
forcement Administration, Washington 
BO 20637. 

Cb) In accordance with section 
102t4a>CB)(ll) of the Act (21 TLS.O. 
802(41)(B)(ii)) if any person preaorlbeB, 
dispenses, or distributes a product list- 
ed In paragraph (a) of this Beotion for 
human use, such person shall bo con- 
sidered to nave prescribed, dispensed, 
or distributed an anaboUo steroid wlth- 
in the meaning of Bastion 1C2(41)(A) of 
the Act (SI TJ.S.O. 802(41)(A)). 

£GB tfK 42S8C, Aug. 30* iflfll, as amsBaBd at 57 
im ms% Stay 7, 1802; 6B KE IfiOBB, Mar. 15, 
1D93; 62 tfR, 1BSG7, Har. 24. 1S87J 

^nXfflTyfPTEID PKHJSCIRIP^rON PHODUOTS 

§ 130&BI Application for exemption of 
a nonnarcotic prescription product, 

(a) Any person seeking to nave any 
compound, mixture, or preparation 
containing any nonnarcotic controlled 
substance listed in § 1308.12(e), or in 
§1308.13 (b) or (c), or in §1308.14, or in 
§1309,15, exempted from application of 
all or any part of the Aot pursuant to 
BBotton 201(g)(8)(A), of the Aot (21 
UBXJ. BllteXBXA). may apply to the 
Ad^oinistrator, Prng Enforcement Ad- 
nitnistration, Washington, DC 20537, for 
such exemption. 

(b) An application for an exemption 
under this section ahall contain iihe fol- 
lowing inf ormattan: 

(1) TCfcc complete quantitative oom~ 
position of the dOBage form. 

(2) BeBoriptlon of the unit dosage 
form toersther with nomuletB labeling. 
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(3) A summary of the pharmacology 
of the product including animal inves- 
tigations and din tool evaluations and 
studies* with emphasis on the psychic 
and/or physiological dependence liabil- 
ity (this must be dene for each of the 
active ingredients separately and for 
the combination produot). 

(4) Details of synergisms and antag- 
onisms among ingredients. 

(6) Deterrent effects of the noncon- 
trolled ingredients. 

(6) Complete copies of all literature 
in support of claims. y 

(V) Beported instances of abuse. 

(8) Beported and anticipated adverse 
effects 

(9) lumbar of dosage units produced 
for the paat 2 years. 

(o) Witihln a reasonable period of 
time after the xeoaipt of an application 
for an exemption under this eeotion, 
the Administrator snail notify the ap- 
plicant of niB acceptance or non-ao- 
oeptanoe of the application, and if not 
accepted, the reason therefor. The Ad- 
ministrator need not accept an applica- 
tion for filing if any of the require* 
mante prescribed in paragraph (b) of 
this section is lacMng or 1b not Bet 
forth so as to be readily understood. H 
the applicant desires, lie may amend 
the application to meet the xenjuirB- 
menta of paragraph (b) of this aeotlon. 
If accepted for filing;, the Adminis- 
trator shall publish in, ths ffiECTMfo 
Be&isteir general notioe of this pro- 
posed rulemaking in granting: ox deny- 
ing the application, Buoh notice snail 
include a reference to the legal author- 
ity under which the rule is proposed, a 
statement of the proposed rule grant- 
ing or denying an exemption^ and, in 
the discretion of the Administrator, a 
summary of the subjects and Ibbubb in- 
volved* 'Eae Administrator shall permit 
any Interested person to file written 
comments on or objections to the pro- 
posal and shall designate is foe notice 
of proposed rule making tihe time dur- 
ing which such filings may bs made. 
After consideration of Iihe application 
and any comments on or objections to 
Mb proposed rulemalctng, the Adminis- 
trator shall issue and publish in the 
Federal BBtHsrcm his final order on 
the application, which shall eat forth 
the findings of fact and conclusions of 
law neon which the order is based. This 
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Drug Enforcement Administration, Justice 

order p*^ epeciiy* the date on which it 
shall talre effect, which shall not he 
less than 80 days from the date of pub- 
lication in the Federal REGisaam un- 
less the Administrator finds that con- 
ditions of public health or eafefcy fceoes- 
sitate an earlier effective date, In 
which event the Administrator ahaU 
specify in the order hie findings as to 
such conditions. 

(d) The Administrator may revofce 
any exemption granted pursuant to 
section 201(g)(3)(A) of the Act (21 XS.B.O. 
BtL(g){3)(A)) hy following, the proce- 
dures set fOEth in paragraph <o) of this 
Section for handling an application for 
an exemption which has been accepted 
for filing-. 

m WB. 8254, Met. 30, 1B7B. EadsaJpiatfid at SB 
OTi 28609, So&t, U t 1073, aa amoiidfid at 44 FB 
1896B. Max. SO, lff?Bj 53 m BE03, Mar. %t t mi} 

8 1308*32 Exempted prcacxiptiou prod- 

The compounds, mixtures, or prep- 
arations that contain a nonnarcotic 
controlled substance listed in 
§13D8J&(e) or ta §1303.13 (b) or (o) or in 
§1308.14 or in 51S0B.15 lifted in the 
Table of ISxempted ^resoxtption Prod- 
nets nave been exempted by the Ad- 
ministrator from the amplication, of 
sections 302 through 3QS, S07 through 
SOS, 1002 through 1004 of the Aot (21 
17.6*0. B2M26, 827-32B, and 9BM54) and 
B$ 1301,13, 1301.22, and §§1301.71 through 
1301.76 of this chapter for administra- 
tiVB purposes only. An exception to the 
above i$ that those products containing* 
butalbital shall not he exempt from the 
requirement of 31 TLS.G. 9B&-954 con- 
cerning importation, exportation, 
transshipment and in-transit shipment 

/ of controlled substances, Aay deviation 
from the qruantitativa composition of 
any of the Hated drags shall require a 
petition of exemption in order for the 
product to he exempted, A listing of 

* the Exempted prescription Products 
may be obtained by submitting: a mit- 
ten request to the Drug and Chemical 
Evaluation Section, Drug Enforcement 
Administration, Washington, BO 306*7. 

im 3?E ism, Max, 24, 1OT] 



§1308,33 

EXBMFT AKABOiae BTKBOID PRODUCTS 

51308.33 Exemption of certain ana- 
bolic steroid products; application, 

(a) The Administrator, upon the rec- 
ommendation of the Seoretary of 
Health and Human Services, may, hy 
regulation, exempt from the applica- 
tion of all or any part of the Aot any 
compound, mixture, ox preparation 
containing an anabolic steroid as de- 
fined in part 1300 of this chapter if r be- 
cause of its concentration, preparation, 
mixture or delivery system, It has no 
significant potential for abuse (J>ub. Ij. 
101-647 section 1933(a))* 

(b) Any person seeking to have any 
compound, mixture, or preparation 
containing an anabolic steroid ae de- 
fined in part 1300 of this chapter ex- 
empted from the application of all or 
any part of the Aot t pursuant to para- 
graph, (a) of tbia section, may apply to 
the Administrator, Drug Enforcement 
Administration, Department of Jus- 
tice, Washington, DC 20537. 

Co) An applioaMon for an exemption 
under this section shall be submitted 
in triplicate and contain the following 
information: ■ 

(1) U!he name and adnxaas of the ap- 
plicant; 

(2) The name of the produot; 

(3) The ohBmioal structural formula 
or deacriprtion far any anabolic steroid 
contained in the product; 

(4) The complete deeoription of dos- 
age and Quantitative composition of 
i&e dosage form; 

(5) A deeoription of the delivery sys- 
tem, if applicable; 

(6) The indications and conditions for 
use in which species, including whether 
ox not this product is a prescription 
drug! 

(7) Information to facilitate identi- 
fication of the dosage form, each as 
shape, oolor* coating, and scoring; 

(B) The label and labeling of the im- 
mediate container and the commercial 
containers, if any, of the product; 

(9) The units in which the dosage 
form is ordinarily available; and 

(10) The facte which *the applicant be- 
lieves justify; 

(i) A determination that the product 
has no significant potential for abuse 
and 
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§1305.34 

(M) a granting of an exemption tinder 
this sect/ion* 

(d) Within a rsaaonable period of 
time after the receipt of the applica- 
tion for an exemption under this sec- 
tion, the Administrator shall notify 
the applicant of his acceptance or non- 
acceptance of the application, and if 
not accepted, the reason therefor, Th& 
Ajdrninisfcrator need not aoaept an ap- 
plication for filing if any of the re- 
quirements prescribed in paragraph (o) 
of thiB section is lacking or is not eat 
forth so aa to ho readily understood, 
The applicant may amend the applica- 
tion to meet the requirements of para- 
graph (o) of this section. If accepted for 
filing, the Administrator will request 
from ifce Secretary for Health and 
Hnman Services his recommendation, 
as to whether such product which con- 
tains an anabolio steroid should he con- 
sidered for exemption from certain por- 
tions of the Controlled Substances Act, 
On reoeipt of the recommendation of 
the Secretary, the Administrator ahaE 
make a determination ae to whether 
the evidence submitted or otherwise 
available aufaciently establishes that 
t3x© product possesses no significant po- 
tential for abuse. rate AdminiBtrator 
shall issue and publish In the ITHdHrai* 
KsaisrasH hifl order on the application, 
which shall include a reference to the 
legal authority under whioh the order 
ia issued, and the findings of fatst and 
conclusions of law upon which the 
order is baaed, This order shall specify 
the dat^ on whioh It will tales effect, 
The Administrator ehall permit any in- 
terested person to IBe* written com- 
ments on" or objections to the order 
within 60 days of the date of publica- 
tion of his order in the Federal Eeg- 
TBTER* If any such comments or objec- 
tions raise algnlfioant issues regarding 
any finding of fact or conclusion of law 
upon which the order is based* the Ad- 
miniBtrator shall immediately suspend 
the effectiveness of the order until he 
may reconsider the application in light 
of the oommenta and objections filed. 
Thereafter» the Administrator shall re- 
instate, revoke, or amend his original 
order as he determines appropriate. 

(b) The Administrator may revoke 
any exemption granted pursuant to 
section 1503(a) of Public Law 101-647 by 
following the procedures set forth in 



2T Cm Ch. t! (4-1-05 Edition) 

paragraph- (d) of this section for nan- 
dling an application for an exemption 
winch has been accepted for filing. 

[56 TO 4S93S T AUff. 80, 1591; 57 m jLOBB, Mar. 
31. 3SB2, as frmendofi at 62 WB. 1S9S8, Mar. 24, 
Ifl&n 

§1808,34 Exempt anabolic steroid 
products* 

!The list of compounds, mixtures, or 
preparations that contain an anabolic 
steroid that have liQBn exempted by the 
Administrator from application of sec- 
tions 802 through 308 and. 10D2 through 
1003 of the Act (21 TT,S.O. S2M29 and 
052-S51) and @§ 1301.13, 1SD1.22, and 
1301.71 through 1301.76 of this chapter 
for a^hniniBtrative purposes only may 
he obtained by mbmitting a written re- 
guest to the Brag and Chemical Eval- 
uation Section, Drug Enforcement Ad- 
ministration, Washington, DO 2053*?. 

[B2 m, 13367, Mos\ 34, 1S071 

l&ffiMFT CtoHABIS FLAOT MATHBIAL, 

raA3> ComAiH 

•XteE^HYDBOOAimABINOLS 

11808*85 Exemption of certain am- 
Tmbis plant material, and products 
made therefrom* that caxufcam 
tetrahydr0C0nitabiiiols« 

(a) Any processed plant material or 
animal feed mixture containing any 
amount of tetealiydraoaznmbinolB 
(TEC) that is both: 

(1) Made from e^t portion of a plant 
of the genus Cannabis excluded from 
the definition of marijuana tinder the 
Act [te M the mature stalks of such 
plant, fiber produced from eizrih stalks, 
oil or oake made from the seeds of auoih 
plant* any other compound, manufac- 
ture, salt, derivative, mixture, or prep- 
aration of such mature stalks (except 
the resin extracted "therefrom), fiber, 
oil; or cake, or the BtsriHssad seed of 
such plant which is incapable of germi- 
nation] and 

(2) Not used, or intended far use, for 
human consumption, has been exempt- 
ed by the Administrator from the ap- 
plication of the Act and this chapter. 

(b) As used in this section, the fol- 
lowing terms shall have the meanings 
specified: 

(1) !Ehe term processed plant material 
means cannabis plant material that 
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Drug Enforcement Administration, Justice 

has "been subject to industrial proc- 
esses, or mixed with other ingredients, 
such, that It cannot readily be con- 
verted Into any form that can be used 
for human consumption. 

(2) ^Th0 term animal /sed mixture 
means sterilised cannabis Beads mixed 
with other ingredients (not derived 
from the cannabis plant) In a formula- 
tion that is designed, maxfee-ted, and 
distributed for animal consumption 
(eji&not for human consumption). 

(3) Th& toxin used for human consump- 
tion means either; 

(i) Ingested orally or 

(11) Applied by any means such that 
TH8 enters the human body. 

(A) r Bi& term intended for use for 
hitman consumption means any of the 
following; 

(i) Designed by the mannfaotorer for 
human consumption; 

(li) Marketed for human consump- 
tion; or 

(iii) Distributed, exported, or im- 
ported, ■with the intent that it be used 
for human consumption, 

(o) In any proceeding arising under 
the Act or this chapter, the burden of 
going forward with the evidence that a 
material, compound, mixture, or prepa- 
ration containing TEC is exempt Scorn 
control pursuant to this section shall 
be upon the person claiming such ex- 
emption, as Bet forth In section 
51B(a)(l) of ike Act (21 TJAjO, B85(a)Cl)V 
In order to meet this burden with re* 
speot to a product or plant material 
that has not l)QBn expressly exempted 
from control by the Administrator pur- 
suant to §2308-23, the person claiming 
the exemption must present rigorous 
scientific evidence, including wall-doc- 
umented; scientific studies far exports 
trained and Emalifted to evaluate the 
effects of drugs on humam 

[66 *R 6150, Got, 9, 20013 

HBAB2NGB 

& 1308*41 Hearings generally* 

la any case where the Administrator- 
shall kold a hearing on the issuance, 
amendment, or repeal of roles pursuant 
to section 201 of the Act, the proce- 
dures for euoh hearing end accom- 
panying proceedings shall be governed 
generally by the rulemaking proce- 
dures set forth in the Administrative 



§1308.43 

Procedure Ant (5 TT.SJX 651-659) and 
spBoifia&lly by eection 201 of the Act (21 
tF.S.O. 821), W §§1308,42-1808.61, and by 
§§l&18.4l-1316.B7 of this chapter. 

§1308,42 Purpose of hearing. 

K reanested hy any interested person 
after proceedings are initiated pursu- 
ant to §1308.43, the Administrator shall 
liold a hearing for the purpose of re- 
ceiving factual evldanoe and expert 
opinion regarding the issues Involved 
in the issuancB, amendment or repeal 
of a rule iseuable pursuant to section 
201(a) of the Act (21 U,B,a 811(a)). Ex- 
tensive argument should not be offered 
into svidenoe but rather presented in 
opening or closing statements of ooun- 
sel or in memorajida or proposed find- 
ingB of fact and conclusions of law. Ad- 
ditional infarruation relating to hear- 
ings to include waivers or modification 
of rules, request £or hsaring, burden of 
proof, time and place, and final order 
are set forth In part 1S16 of this chap- 
ter, 

[62 FR1396B, Mar, 24, 1DB73 

61S0S.4S IniiititiDtt of proceedings for 
ro tam a i ri ng . 

(a) Any interested person may buot 
mit a petition to initiate proceedings 
for the issuance, amendment, or repeal 
of any rule or regulation issuable pur- 
suant to the provisions of section 201 of 
the Act. 

(b) Petitions ahall be submitted in 
quintuplicate to the Administrator in 
the following f orau 



(Bate) 

ADttXHiBraj^roB, Dbxfo bnfoeokhekt 
An&mram&noH 
Dvpartm&nt DfSusHce t 
Vfashtrtffton, VC2053T. 
Dea& Bra: 3!he undersigned 



hereby petitions the Administrator to ini- 
tiate proceedings for the imuanoo {amend-* 
mont or repeal) of a rule or regulation pursu- 
ant to qeotion 201 of the OoutrDlLod Sub- 
stances Aot* 

Attached hereto and oonetittrtiiig a part of 
thia petition arc the following:: 

(A) t Shn proponed role in tho form proposed 
by the petitioner. (If the petitioner coolie the 
amendment or repeal of an cristine: role, the 
eadefctng rule, together ydtih a reieranQB to 
tba eaotion in the Code of Federal Regale 
tiono where it appoaru, Bhouldbe included) 
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§130844 

CB) A otatBmout of the ffromsds which thh 
petttlonor relloc for taia iBjmaxme (amesd- 
moot ox repaol) of tfcfc role. tSnch grounds 
tihBXl Include a reasonably oouoiae Btatamont 
of the foots relied upon by ths potltiansr, Ixl- 
olnding a summary of any rolsvant mediaai 
or SQ ioatU lo evidence known to thfl pott- 
tlonaro 

AH notices to be sent ragardlug thin pac- 
tion ahoold bB addressed to: 



(Namo) 



(Street Addreaa) 



(City and State) 
EoupDOtfolly yours, 



(Signature or patitlonor) 

(c) Within a reasonable period, of 
time after the reosipt of a petition, the 
Administrator ahaJl notify the peti- 
tioner of hiB acceptance or nonaooept- 
anoe of the petition, and If not accept- 
ed, the reason therefor. Ihe Adminis- 
trator need not accept a petition far 
fOing if any of 1&e requirements pre- 
scribed; in paragraph (b) of this Beotton 
is laolring or is not set forth so as to be 
readily understood. If the petitioner 
desiree, he may amend the petition to 
meet the requirements of paragraph (b) 
of this section. If aooepted for filing, * 
petition may he denied by the Adminis- 
trator 'within a reasonable period of 
time "thereafter if he finds the grounds 
upon which the petitioner relies are 
not sufficient to justify the initiation 
of proceedings. 

(d) ThQ Administrator snail, bBfore 
initiating" proceedings for the iasnanoe, 
amendment, or repeal of any rule ei- 
ther to control a drug or other sub- 
stance, or to transfer a drug or other 
substance from one eohednle to an- 
other, or to remove a drug or other 
substance entirely from the schedules, 
and after gathering the necessary data, 
request from the Secretary a sciantifio 
and medical evaluation and the Sec- 
retary's recommendations as to wheth- 
er such drug or other substance should 
be so controlled, transferred^ or re- 
moved as a controlled substance. The 
recommendations of the SBoretary to 



21 CFR Ch. II (4-1-05 Edition) 

the Ad m i n istrator shall be binding on 
the Administrator aa to such scientific 
and medical matters, and if the Sec- 
retary recommends that a drug or 
other substance not be controlled, the 
Administrator shall not control that 
drug or ether substance. 

(e) If the Administrator determines 
that the scientific and medical evalua- 
tion and recommendations of the Beo- 
retary and all other relevant data con- 
stitute substantial evidence of poten- 
tial for abuse such as to warrant con- 
trol or additional control over the drug 
or other substance, cr substantial evi- 
dence that the drug or other aub- 
stances should he subjected to leaser 
control or removed entirely from the 
BoheduleB, he shall initiate proceedings 
for control, transfer, or removal as tjae 
case may be. 

ff) If and when the Administrator de- 
termines to Initiate proceedings, he 
shall publish in the FTOH&Aii itssisraR 
general notice of any proposed role 
making to issue, amend, or repeal any 
rule pursuant to section 201 of the Act. 
Snoh published notice shall include a 
statement of the time, place, and na- 
ture of any hearings on the proposal in 
the event a hearing is requested pursu- 
ant to 813BB.41 Snoh hearings may not : 
be commenced until after the expira- 
tion of at least 80 days from the date 
the general notice is published in the 
EtoESUI* ftBGJBEHR. Such published no* ■ 
tioe shall also include a reference to 
the legal authority under which the 
rule iz proposed, a statement of the 
proposed rule, and, In the discretion of 
the Administrator, a summary of the 
subjects and issues involved. 

(g) ¥h& Administrator may permit 
any interested persons to file written ' 
comments on or objections to the pro- 
posal and shall designate !n the notice 
of proposed rule making the time dur- 
ing which suoh filings may "be made, 

m Ht Bm, Mar. 30, 197B. Bedeeifinated at 88 
TO 26809, Sopt. 24, 197a, and farther radaais- 
natsd and onumdBd at 62 3FH 23SB8, Mar, s£ 
1B97] 

§1308*44 Bequest for hearing or ap- 
pearances waiver, 

(a) Any interested person desiring a 
hearing on a proposed rulemaldng, 
shall, within 30 days after the date of 
publication of notice of the proposed 
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Drug Enforcement Administration, Justice 

rulemaking ta the £*ederal EEtHSTm, 
file with the Administrator a written 
request far a hearing in the form pre- 
scribed in §1316*47 of this chapter. 

(b) Any interested person desiring to 
participate ta a Soaring: pursuant to 
§1308.41 shall, within 30 days after the 
date of publication of the notice of 
hearing In the Fstim&h BfitelETm* file 
with the Administrator a written no- 
tice of His intention to participate in 
such rearing in the form prescribed in 
§1316:58 of thie chapter . Any person fil- 
ing a request for a hearing need not 
also file a notice of appearanoe; the re- 
quest for a hearing shall he deemed to 
he a notice of appearance, 

(o) Any interested person may, with- 
in the period permitted for filing a re- 
quest lor a hearing, file with the Ad- 
rniniBtrator a waiver of an opportunity 
for a hearing or to participate in a 
hearing, together with a written state- 
ment regarding his position on the 
matters of fact and law involved in 
such hearing, &uoh statement, if ad- 
missible, shall he made a part of the 
record and shall he considered in light 
of the lao3r of opportunity for cross-ex- 
amination in determining the weight 
to he atbaohed to matters of fact as- 
serted therain, 

(d) 3f any interested person failB to 
Hie a request for a faring; or if ne bd 
files and falls to appear at the hearing, 
he shall he deemed to nave waived his 
opportunity for the hearing or to par- 
ticipate in the hearing, unless he shows 
good cause for sunn failure* 

(e) If all interested persons waive or 
are deemed to waive their opportunity 
for the bearing or to participate in the 
hearing, the Ajhninistrator may cancel 
the hearing, if scheduled, and issue his 
final order pursuant to §1808.46 without 
a hearing, 

m FR BS54, Mar. 80, 1978. BadesignatBd at 38 
im 36B09, Bapt U, im t ami tether rofisate- 
natcd olid nmendod at 63 FE. 1BB6B, Mnr. 34, 
1097] 

§1308.45 Mnel order* 

As soon as practicable after the pre- 
siding officer has certified the record 
to the Administrator, tibe Adrninis- 
trator snail cause to he published in 
the Federal Begister hie order in the 
proceeding, which shall Bet forth the 
Unal rule and the findings of fact and 



§1308.47 

conclusions of law upon which the rule 
ia baaed. This order shall opacify the 
date on which it shall take effect, 
which shall not be less than 80 days 
from the date of publication in the 
Fedebjjj ItaBisam unless the Adminis- 
trator finds that conditions of public 
health or safety necessitate an earlier 
effective date, in which event the Ad- 
rnlxustrator shall specify in the order 
his findings as to such conditions, 

[SB VR 8254, Mar. 30, 1878, Hadsslgnated at 38 
FR 25608, Bept. 2$, 1978, and farther rodeBltr- 
nated at 62 BR 139B8> Mar. 34> 1607] > v 

§ 1808,46 Control required under inter* 
national treaty. 

Pursuant to section 201(d) of the Ant 
(21 U.BJX 811(d)), where oontrol of a 
substance is required hy tLS. obliga- 
tions under international treaties, con- 
ventions, or protocols In effeot on May 
1, 1071, the Administrator shall issue 
and puoUah in the FedmjRAL Bsgbhess 
an order controlling axtoh substance 
under the schedule he deems most ap- 
propriate to aarry out obligations. 
Issuance of such an order shall he with- 
out regard to tha findings required by 
subsections 201(a) or 202(b) of the Act 
(21 TJ.S.O. fill(a) or 812Cb)) and without 
regard to the procedures ureaoribed by 
I130B.41 or suheectdons 201 (a) and (b) of 
the Act (21 TLE.C. 611 (a) and (b)). An 
order controlling a substance shall he- 
come effective SO days £com the date of 
publioatlDn in the Fbdbbal B&amgra, . 
unless the Administrator finds that 
conditions of public health or safety 
necessitate an earlier effective date, in 
which event the Administrator shall 
specify in 'line order hifl findings as to 
auoh conditions. 

[38 re B2S4, Mar, SO, 1078. Eedusignatcd at 88 * 
FR 26608, Bopt. M, 1575, and farther ra&osJs- 
natcd at 82 m 1S38B, Mar, 2i, 19873 

51306,47 Control of immediate precur- 

Pursuant to eeotion 201(e) of the Aot 
(21 TT.B.a 811(e)) » the Administrator 
may, without regard to the findings r&- 
guired by Bubsectdon 201(a) or 202 (b) of 
the Aot (21 tT,B.O. 811(a) or 612(b)) and 
.without regard to the procedures pre- 
scribed by §1308.41 or subsections 201 
(a) and (b) of the Act (21 U.S.a SH(a) 
and (b)), issue arid publish in the FSD- 
SR6L BaoiBSm an order controlling an 
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immediate precursor. Th& order shall 
designate, tihfl schedule ia which tke ixa- 
rnediats precursor is to be placed, . 
which shall be the same schedule la 
v/hicta the controlled substance of 
which it is en immediate precursor is 
placed or any ofcher schedule with a 
higher numerical designation. An ordar 
controlling an immediate precursor 
shall become effective SO days from the 
date crt publication in the Federal 
BEaiBTBa, unless the Adimnistrator 
flnda that conditions of publio health 
or safety necessitate an earlier emo- 
tive date, in which event the Adminis- 
trator shall specify in the order Mb 
findings as to such conditions. 

[38 WR 8254, Mar, 3D, 1973, Radficigxmtod at 38 
im 28609, Sept. 34, 1978, and tether redesig- 
nated at 62 FB 1SB98, Mar* 24, 10573 

§1308,49 Emergency scheduling* 

iPursoant to 21 TXS.C. BHCh) and with- 
out regard to "the requirements of 21 
U.S.O. 811(b) relating to the euientifio 
and medical evaluation of -the Sec- 
retary of Health and Human Services, 
the Administrator may place a sub- 
stance into Schedule I on a temporary 
basis, if ha determines ^that such action 
is necessary to avoid an imminent haa- 
ard to the public safety* An order 
issued under this section may not be 
effective before the expiration of 30 
days from: 

(a) *Ehe date of publication \yy the Ad- 
ministrator of a notice in the MideraIi 
EBOiESm of his intention to issue suoh 
order and the grounds upon which suua 
order is to be issued, and 

(b) The date the Administrator has 
transmitted notification to the Sec- 
retary of Health and Human Services 
of his intention to issue-Bach order. An 
order issued under this section snail be 
vacated upon t(he conclusion of a subse- 
quent rulemaking proceeding initiated 
under section 201(a) (21 HS.C. 811(a)) 
with rsspeot to such substanoe or at 
tto end of one year fcoxs the elective 
date of the order scheduling the sub- 
stance, except that during the paud- 
enoy of proceedings under section 
201(a) (21 TJ.S.O, 811(a)) with rospeot to 
1*he substance, the Administrator may 
extend the temporary scheduling for up 
to six months. 



£EL FB. 1631B, Apr. 23, 1DB9. Bedeaitfnated and 

amended at B2 FR 15965, M&r. 20, 33513 



21 CFR Ch. II (4-1 -OS Edition) 

PART 1309-REGBTRAT1ON OF 
MANUFACTURERS, DISTRIBUTORS, 
IMPORTERS AND EXPORTERS OF 
LIST I CHEMICALS 

0BO, 

1309.DOL Scope of part 2309, 

1209.02 Dsft&itiom 

1809.03 IhfornmtioB; apeoial inatruotio&a* 

TZBB POa SESlSTaAinOlT Altt) 3taBG*BTKAl40N 

1509,11 Poo amounta. 

1309 J2 33ino and method at payment; re- 
fund, 

BBQUJBSMEKTS FOB. BffiGlEmAOTON 

1509,31 Pctflnns required to register. 

ISOSJa Separata registration for inde- 
pendent aotivitiPB, 

IBDS^a Separata registration for aeparate 
looattons. 

030&J34 Waiver of registration raajoiremont 
for certain activities. 

1303*26 Temporary ademption from registra- 
tion for ohomioal registration spplicanta 

1B0L26 Bremptton of law aufcraenaent om- 

1S0&.31 Time for application nir registra- 
tion; e^pkation date. 

0309.33 -application fbrxos; oaafomts, signa* 
turn, 

130B-33 Ming of appHcatirm; joint filings. 

1S8B.S4 Acceptance for filing; defective ap- 
plio&tiom 

1SQ9,86 Additional information, 

lSQB^O Amendments to and TTittodrawala of 
applications. 

Adtooh on Arroiymotfts foe BEoiOTuasoN: 
Bsvooatjoh oh Su&eensioh or R&am'mimQti 

1309.41 AdDolnistirativo review generally, 

1300.43 aortlfioatB of registration; djanial of 

registration* 
I809.4S Snspansion or revocation of registrar 

tltm. 

1800*44 BaepenBion ■ of roglotration penning 

final or&or* 
1S0B.4B ^Oenslon ot registration pDMin^ 

final order* 
1S0B.4B Order to Dhow cause, 

HBAB1HQ8 

230&.&! Boaringe generally. 

1309.B3 Purpose of hflaxing, . 

1BD9J8 Bequest for hearing or abearance; 
valvar* 

1300,54 Burden of proof* 

1S0SJS5 S^XQBBfcdphmBO* hearing. 
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Drug Enforcement Administration, Justice 

egua} the system must invalidate the 
order* 

(6) ThB system must ohBok the Oer- 
tiflcate Revocation Lint automatically , 
arid invalidate any order with a certifi- 
cate listed on the Certificate Revoca- 
tion List. 

(7) The system must checlr the valid- 
ity of the oertlilcatB and the CertSrl- 
cation Authority csrtlrioate and invali- 
date any order that fails these validity 
oheolEB. 

(8) The oystem must have a time sys- 
tem that is within £ve minutes of the 
official National Institute of Standards 
and Technology time boutcb, 

(9) ThB system must check the enb- 
stances ordered against the schedules 
that the registrant is allowed to order 
and invalidate any order that includes 
BUBstamoBB the registrant is not al- 
lowed to order. 

(10) She system must ensure that an 
invalid fjnrti-nff cannot be bypassed or 
ignored and thB order filled. 

Ql) The system must archive the 
order and associate with it the digital 
oertlfloats received with the order. 

<12) If a registrant sends reports. on ' 
orders to DBA, the system must create 
a report in the format DBA. specifies, 
as provided in §1305.29 of this chapter. 

(d) For systems used to process OSOS 
orders, the system developer or vendor 
must have an initial independent third- 
party audit of the system and an addi- 
tional independent third-party audit 
whenever the signing or verifying 
functionality is changed to determine 
whether it correctly performs the func- 
tions listed under paragraphs (b) and 
(c) of this section. The system devel- 
oper must retain the most recent audit 
results and retain the results of any 
other audita of the software completed 
within the previous two years. 

§ 1311*60 Recordkeeping; 

(a) A supplier and purchaser must 
maintain records of OSOS electronic 
orders and any tolled records for two 
years. Records may be maintained 
electronically. Records regarding con- 
trolled substances that are maintained 
electronically muBt be readily retriev- 
able from all other records. 

(b) Electronic records must be easily 
readable or easily rendered into a for- 
mat that a person can read, They must 



n 1312 

be made available to the Admlnistra/- 
tlon upon request* 

(o) OSOS certificate holders must 
maintain a copy of the subscriber 
agreement that the Certification Au- 
thority provides for the life of the cer- 
tificate! 

PART 13I2-IMPORTATION AND 
EXPORTATION OF CONTROLLED 
SUBSTANCES 



Bee. 

3312*01 

1312.02 



Soopo of part 1312. 
DaflBitdoSB. 



iMPOaTAfHON OP COmmOLLHD SUBSTANCES 

331241 Beqpdrement of authorization to Im- 
port- 

1312.12 Ai^cation for import permit, 
1312.18 Xsananoe of Import permit. 
131244 Distribution of copies of import per- 
mit. 

3312J6 Shipments in greater or leas amount 
"Khun authorise dL 

3332.16 Oono&Uation of permit; eviration 
date. 

1332.17 Special report ircm importers, 

1332.18 Oontanta of import deolaratiioxL 

1312.13 Distribution of Import declaration. 

BXFOKTAtttOH O? OOHTEOtiaUD SSESTAHOBB 

1312-21 Eeo;turement of authorisation to ea> 
port. 

1512.22 Applioation lor escort permit. 

1332.23 Issuanofl of BxpDrt pormit. 
131224 DlatributiDii of capiat* of export per- 
mit. 

1312.25 Expiration date. 

1312.28 BeoDrdft required of exporter, 

1312,27 Contenta of apeol&l controlled sub- 

stances invoice. 
1312JHS Dietadbatlon of special controlled 

substances invoice. 
1313-25 Domestic release prohibited- 
131230 Schedule HE, IV, and V non-naraotuo 
controlled BUbatanoea requiring 1 an im- 
port and export permit* 

TRAKSSH07M1EHT AHD IK-TaAHBTT SEIFMEHT OF 
OOWTBOLIM) SUBSTANCES 

1312.31 Schedule Ii ^application for prior 
written approval. 

1312.32 Schedules H, HC t IV: Advonae notice. 



HEiasiHQS 



1312.41 
1312.42 
1812.43 
1312.44 



HearintfB grenerally. 
Purpose of hearing. 
Waiver or modlnuatiDu of rules. 
Keimeat for hearing or appearance; 
waiver, 

1312.45 Burden of proot 

1312.46 Time and place of bearing. 

1312.47 Final order, 
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§1312.01 

AtOTOBETC: S3. U.B.O. 952, 863 t B54, 957, 958. 

Source: 36 FE 7816, Apr* 34, 1971, uuleea 
otherwise* noted, BedGaiernatGd at as FB 2SS09, 
Sept, 2d, 1973, 

§1312.01 Scope of part 1312, 

Procedures governing the importa- 
tion, exportation, teansahipment and 
mtransit shipment of controlled sub- 
stances pursuant to section 1002, 1003, 
end 1004 of the Art (21 TJ.S-O. 952, 963, 
and 954) are governed generally by 
those sections and specifically by the 
sections of this part* 

§1812.02 Definitions 

Any term contained in this part shall * 
have the definition set forth in section 
102 of the Act (21 TJ*S*0. 802) or part 
1300 of this chapter, 

pB2 FE 13903, MflX. 34, 1SBTI 

B£PORTATION OF CONTROI&ED 

S1B12J.1 Beqnirement of authorize- * 
Hon to import. 

(a) No person shall import or cause to 
be imported any controlled substance* 
listed in Schedule I or H or any nar- 
cotic controlled substance listed ■ in 
Schedule HE, IV or V or any "aoxt-nar- 
cotic controlled substance In Schedule 
HI which the Administrator has spe- 
cifically designated by regulation in 
§1312.30 of this part or any non-nar- 
cotic controlled substance in Schedule 
IV or V which ia also listed in Schedule* 
I or H of the Convention on Psycho- 
tropic Substances unless end untilsuoh 
person is properly reglstered-under the . 
Act (or exempt from registration) and 
the Administrator has issued him a 
permit to do so pursuant to §1312*13 of 
this part. 

(b) No person shall import or cause to 
be imported any non-narcotic con- 
trolled substance listed in Schedule XH r 
IV or V, excluding those described in 
paragraph (a) of this section, unless 
and until such person is properly reg- 
istered under- the Act (or exempt from 
registration) and has filed' an import 
declaration to do so with tine Adminis-- 
trator, pursuant to §1312.18 of this part. 

(o) When an import permit or dec* 1 
laration is regnirea\ a separate permit 
or declaration must be obtained for 



21 Cm Ch. II (4-1-05 Edition) 

each consignment of controlled sub- 
stances to be imported. 

[33 £K. 7B1G, Apr, 24* 1D71, as amended at 37 
TO 15023* Aug. 8, 1B71 Kedasi glutted at 3B $% 
2G80B, Sept, 24, 1073, and amended at 52 rr 
17289, May 7, 13873 

§1312.12 Application for import par. 
nnfc. 

(a) An application for a permit to im- 
port controlled substances shall be 
made on DBA Form 367. DBA Form 357 
may bo obtained from, and shall bB 
filed with, the Drug- Enforcement Ad* 
ministration, Drug Operations Section, 
Washington* DO 20537* Each application 
shall Bhow the date of execution; the 
registration number of the importer; a 
detailed description of each controlled 
substance to be imported including the 
drug name, dosage form, Hatdonol Drug 
Oode (KDO) number* tine Administra- 
tion Controlled Substance Oode Num- 
ber as set forth in part 130B of this 
chapter, the number and sto of pack- 
ages or containers, the name and quan- 
tity of * the controlled substance con- 
tained in any finished dosage units, 
and the net quantity of any controlled 
substance (expressed in anhydrous 
acid, base or alkaloid) given In kilo- 
grama or parts thereof, The application 
shall also include the foteowing: 

(1) The name, address, and business 
of the consignor, if known at the time 
application is submitted, but if un- 
known at that time, the fact should be 
indicated and the name and address 
afterwards furritehed to the Adminis- 
trator as scon as ascertained by the 
importer; 

(2) The foreign port of exportation 
( (i.e., the place where the article will 
' begin its journey of exportation to the 

United States); 

(3) The port of entry Into the United 
States; 

(4) The latest date said shipment will 
leave said foreign port; 

(6) The stock on hand of the con- 
trolled substance desired to be im- 
ported; 

(6) The name of the importing carrier 
or vessel (if known, or if unknown it 
should be stated whether shipment will 
he made by ezsrress, freight, or other- 
wise, traportB of controlled substances 
in Schedules I or U and narcotic drugs 
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§1312.13 



in Sohednles ITT, IV, or V tiy mall being 
prohibited); 

(7) The total tentative allotment to 
the importer of snob controlled sub- 
stance for "the current calendar year; 

(8) The total number of ldlograms of 
said allotment for which permitB have 
previously been Issued and the total 
Quantity of controlled substance actu- 
ally imported during the current year 
to date. 

(b) If desired* alternative foreign 
ports of asportation within the same 
country may be indicated upon the ap- 
plication (e.g*» (1) Calcutta*, (2) Bom- 
bay), If a formal permit 1b leaned pursu- 
ant to such application, it will bear the 
names of the two porta in the order 
given in the application and will au- 
thorise Shipment from either port, .Al- 
ternate ports in different countries will 
not be authored in ike earn* permit, 

[36 WR 7316, Apr, 24, 1B71, as emended at 30 
ffR 13387, July 21, 1JD71. Keaosiffnatoa at 8B ffR 
26003, BopL M, 1973, and amsndod at 80 FE 
43218, Deo. 11, 1974; 4E TO 7472B, Hdv. 15, IBBO; 
61 *tt B316 ud 6330, ITab. IS, 3S86; 62 RR 17289* 
May 7, 1587; 62 m 1S903, Mar* 83, 19973 

§ 1312.18 Isaus-tice of import permit 

, (a) The Administrator may authorise 
importation of any controlled sub- 
stance listed in Schedule I or H or any 
Borcoiiio drug Hated in Schedule HI, IV, 
osrVifhe finds: 

(1) That the substance ie crude 
opium, poppy straw, concentrate of 
poppy straw, or coca leaves, in each 
Quantity as the Administrator finds 
necessary to provide for medical, sci- 
entific, or other legitimate purposes; 

(2) That the substance is necessary to 
provide for medical and scientific needs 
or other legitimate needs of the United 
States during &s emergency w^ere do- 
mestic supplies of such substance or 
tag axe found to be inadequate, or In 
any caae in which, the Administrator 
iBnus that competition among- domestic 
manufacturers of the controlled sub- 
stance ia inadequate and will not be 
rendered adequate by the registration 
of additional manufacturers under sec- 
tion 803 of the Controlled Substances 
Act (21 U.S.a 823); or 

(3) That tihe domestic supply of any 
controlled subatanoe is inadequate for 
scientific studies, and that the impor- 
tation of that substancB for soientiflo 



purposes is only for delivery to offi- 
cials of the TTnited Nations, of the 
United States, or of any State, or to 
any person registered or exempted 
from registration under sections 1007 
and 100B of the Act (21 U.S.O. 9&7 and 

(4) That the importation of tine oon- 
trolled substance is for ballistics or 
other analytical or scientific purposes, 
and that the importation of that sub- 
stance is only for delivery to officials 
of the United Nations, of tihe United 
States, or of any State, or to any per- 
son registered or exempted from reg- 
istration under sections 1007 and 1G0B of 
the Aoti (21 U.S.O. 857 and 968), 

(b> The Administrate may require 
that Buolt non r naroDtio controlled sub- 
stances in Schedule HI as he shall des- 
ignate by regulation in §1312*80 of this 
part be imported only pursuant to the 
issuance of an import permit. The Ad» 
minlfltrator may authorise the impor- 
tation of such sub&tanaes if lie finds 
that the substance is being imported 
for medical, scientific or other legiti- 
mate uses. 

(c) If a non-narcotic substance listed 
in Schedule IV or V is also listed in 
Schedule I or H of the Convention on 
Psychotropic Substances, 1971, it shall 
be imported only pursuant to tihe 
issuance of an import permit. The Ad- 
ministrator may authorise the impor- 
tation of such substances if it is found 
that the substance is being Imported 
for medical, soientiflo or other legiti- 
mate uses. 

(d) The Administrator may require 
an applicant to submit such documents 
or written statements of fact relevant 
to the application as he deems nec- 
essary to determine whether the appli- 
cation should be granted. The failure of 
the applioant to provide such docu- 
ments or statements within a reason- 
able time after being requested to do so 
shall be deemed to be a waiver by the 
applicant of an opportunity to present 
each documents or feats for consider- 
atiion by the Administrator in granting- 
or denying the application. 

(e) Bach import permit shall be 
issued in sertuulet and serially num- 
bered, with all six copies bearing the 
same serial number and being des- 
ignated "original" (Copy 1), "dupli- 
cate" (dopy 2), etc., respectively, AH 



U9 



A.R. 68 



Ore 




Case 1 :06-cv-00966-CKK Document 46 Filed 06/13/2006 Page 70 §tf."fc19 69 



1 1 *' 

i 



y 



ft* 



it 



§ 1.312.14 

copies of import permits shall bear the 
signature of the Director or his dale- 
gate, and facsimiles of signatures shall 
not be used. No permit shall be altered 
or changed by any person after being 
signed by the Administrator or bis del- 
egate and any change or alteration 
upon the face of any permit after it 
aball have been signed by the Adminis- 
trator or hie delegate shall render it 
void and of ho eifeot. Permits are not 
transferable. Each copy of the permit 
shall have printed or stamped thereon 
the disposition to bB made thereat 
Bach pBrxnit shall be dated and shall 
certify that the importer named there- 
in is thereby permitted as a registrant 
under the Aot, to import, through the 
port named, one shipment of not to ex- 
ceed the specified quantity of the 
named controlled substances, shipment 
to be made before a specified date. Not 
more than one shipment shall be made 
on a single import permit. Ths permit 
shall state that the Administrator is 
satisfied that the consignment pro- 
posed to be imported is required far le- 
gitimate purposes* 

(0 Notvrtt^tanding paragraphs (a)(1) 
and (a)(2) of this section, the Adminis- 
trator shall permit, pursuant to 21 
TF.S*a 962(a)tl) or (a)(2)(A), the impor- 
tation of approved narootic raw mate- 
rial (opium, poppy straw and con- 
centrate of poppy straw) having as its 
source! 

(1) Turkey, 

(2) India, 

(3) Yugoslavia, 

(4) France, 

(6) Poland, 

(8) Hungary, and . 

(7) Australia. 

(g) At least eighty (BO) percent of the 
narcotic raw, material imported into 
the United States shall have as its 
original source Turkey and India, 3Sx- 
cepfc under conditions .of insufficient 
supplies of narcotic raw materials, not 
more than twenty (20) peroent of the 
narcotic raw material imported into 
the United States annually shall have 
as its source Yugoslavia, France, Po- 
land, Hungary and Australia* 

[30 F& 23524, Bdq. 11, 1B71, as amended at 37 
FE 25833, Aug, 8, 1973, Redosigratad at SB FB 
266(8, Sept, 24, 1B73, and amended at 40 JTC& 
41776, Aug. IB, 13HU 62 ffE 17283, May 7, IfiBTJ 
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§1812,14 Distexbutian of copies of ito, 
poet permit. 

Copies of the import permit shall be 
distributed and serve purposes as fol- 
lows: 

(a) The original and quintuplet copies 
(Oopy 1 and Copy 6) shall be trans- 
mitted by the Administration to the 
importer, who shall retain the quin- 
tuplet copy (Oopy 5) on nle as his 
record of authority for the importa- 
tion, and shall transmit the original 
copy (Oopy 1) to the foreign exporter. 
Tub foreign exporter will submit ths 
original oopy (Oopy 1) to the proper 
governmental authority in the export* 
ing country, if required, as a pre- 
requisite to the issuance of an export 
authorisation, TMb copy of the permit 
will accompany the snipment/Tfpon ar- 
rival of the imported merohandise, the 
District Director of the TLS, Customs 
Service at the port of entry will, after 
appraising the merchandise, forward 
the original copy 4 (Oopy 1) to the Drug 
Operations Section with a report on 
the reverse side of such copy, showing 
the name of the port of importation, 
date prepared, name and net quantity 
of each, eubstancs, and report of anal- 
ysis of tbte merchandise entered. 

(b) Th.6 duplicate oopy (Oopy 2) shall 
be forwarded hy the Administration to 
the proper governmental authorities of 
iihe exporting country, 

(c) Th& quadruplet copy (Oopy 4) 
shall be forwarded by the Administra- 
tion to tne District Director of the "0,S. 
Customs Servioe at the TLS. port of 
entry, which, shall be the customs port 
of destination In the case of shipments 
transported under immediate transpor- 
tation entries, in order that the Dis- 
trict Director may' compare it with the 
original copy (Oopy 1) and the bill of 
lading upon arrival of the merchandise. 
If a discrepancy is noted between cor- 
responding items upon different copies 
of a permit bearing' the same aerial 
number when compared by the District 
Director, he shall refuse to permit 
entry of the merchandise until the 
facts are coiumunicatBd to the Admin- 
istration and farther Instructions are 
received. 
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Drug Enforcement Administration, Justice . 
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(d) Ine triplicate copy (Copy 3) and 
sexfruplet copy (Copy 8) shall ba re- 
tained by the Ad^ministratlon. 

[35 FR 7815, Apr. 34, 1971, as a m e n ded at 35 
FE 13387, July 21, i&71* Ilaaasifinatel at 38 £B 
2SBG9. Sept. 23, 1973, and ftirthflr amended at 
45 TO 747Ifi, 35ov. 12, 19B0; fil TO 631B, tfab. 15, 
1988; 53 FR 4834S, Nov* 8Q> 1986; 62 #R 1SB69, 
Mar. 24, 1997} 

§1312.1$ Shipments m greater or lew 
amount than, authorised. 

(a> If tke shipment made under an 
import permit is greater than the max- 
iTTHTTTn amount authorised to he im- 
ported under the permit, as determined 
at the weighing by the District Direc- 
tor of the TXS. Customs Service, such 
difference shall bo seised subjaot to for- 
feiture, pending an explanation; except 
that shipments of substances exceeding 
the majdmnm authorised amount by 
less than 1 percent may be released to 
the Importer upon the fflteig by him of 
an amended import permit. Xf the sub- 
stance is included in Schedule X it will 
he summarily forfeited to the Govern- 
ment. 

Co) If the shipment made under the 
permit is lass than the maximum 
amount authorised to bB imported 
under the permit as determined at the 
weighing by the District Director of 
the TT*S, Customs Service, such dif- 
ference, wlten ascertained by the Ad* 
ministration, shall be reoredtted to the 
tentative allotment against which the 
quantity covered by the permit was 
charged, and the balanoe of any such 
tentative allotment with any sucn re- 
oredita will remain available to the im- 
porter to whom made (unless pre- 
viously revoked in whole or in part), 
for importations pursuant to any per* 
siit or permits as are requested and 
issued during- the remainder of the cal- 
endar year to which the allotment la 
applicable, No permit shall be issued 
Jot importation of a Quantity of con- 
trolled subBtancea as a charge against 
the tentative allotment for a given cal- 
endar year, after the close of euoh cal- 
endar year, unless the Director of the 
Aamlnietration decides to make an ex- 
ception for good cause ehowm 

gB #E nm. Apr. 24, 1TO* HBdeoigiLatBa at 38 
FB. 2SGQD, aept. 34, 2S73, audi amondsd at 40 

f& sua, *&? as, iflu] 
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§1312,16 OanceHatiott of permit; expi- 
ration date* 

Ca) A permit may he canceled after 
being issued, at the request of the im- 
porter, provided no shipment has been 
made thereunder* In the event that a 
parmit ie lost, the Administrator may, 
upon the production by the importer of 
satisfactory proof, by affidavit or oth- 
erwise, ieeue a duplicate permit. Noth- 
ing in this part shall affect the right, 
hereby reserved by the Administrator, 
to cancel a permit at any time for 
proper cause* *# 

(b) An import permit shall not be 
valid after the date specified therein, 
and in no event shall the ante be subse- 
quent to 6 months after the date the 
permit is issued* Any unused Import 
permit shall be returned for cancella- 
tion by the registrant to the Drug 32n- 
foroement Ad^ninistration, Drug Oper- 
ations Section* Washington, DO 20537. 

■ 

136 &R 7615, Apr. 24* 1071, BBflCBignatod at'&B 
WR 20809, Sopt 34* 1973, and amended at 46 
FR 74715, TXm. 12, 1SB0; 61 TB B319, Teh. 13, 
1986; B3 &B 4B344, Nov. 30, 198B; 82 FR 139B9, 
Max* 24, IflST] 

5 1312*17 Special report from import- 
ers. 

Whenever requested hy the Adminis- 
trator, importers shall render to him 
not later than 80 daye after receipt of 
the request therefor a statement under 
oath of the eteoks of controlled sub- 
stances on-hand as of the date specified 
by the Administrator in hie request, 
and, if desired by the Administrator, 
an estimate of the probable require- 
ments for legitimate uses of the im- 
porter for any subsequent period that 
may he denigrated by the Adminis- 
trator* In lieu of any special statement 
that may be considered necessary, the 
Administrator may accept the figures 
given upon the reports subsequent by 
said importer under part 1304 of this 
chapter. 

(33 &z 7B16, Apr. 24* 1971. Undesignated at 30 
FR 28&Q9, Sept. 24, 1973, as axaeadBd afc 62 TR 
1SBG9, Mar. 24, 1997] 

§1812.18 Contents of import declara- 
tion. 

(a) Any non-narcotic controlled sub- 
stance listed in Schedule m, XV. or V, 
not subject to the requirement of an 
import permit pursuant to @1312JS (b) 
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or (o) of this chapter, may be Imported 
if that aub&tanae Is needed for medical, 
soientlflo or other legitimate uses in 
tike United States, and 19111 be Imported 
pursuant to a controlled substances 
Import declaration. 

ft) Any person registered or anthor- 
tad to import and desiring to import 
any non-narcotic controlled substance 
in Schedules ICC, IV, or V which is not 
subject to the requirement of an im- 
port permit as described in paragraph 
(a) of this section, must furnish a con- 
trolled substances Import declaration 
on DBA Porm 236 to the Drug Bnforce- 
ment Administration, Drug Operations 
Section, Washington, DO 20637, not 
later than IB calendar days prior to the 
proposed date of importation and dis- 
tribute four oopiee of same as herein- 
after directed in § 1312.19. 

(c) D&A Form 230 muat be executed 
in quintuplicate and will include the 
following- information: 

(1) 3*he name, -address, and registra- 
tion nwmhnr of ths importer; and the 
name and address and registration 
number of the import broker, if any; 
and 

(2) A complete description of the con* 
trolled substances to be imported, in- 
cluding drug name, dosage form, Ka- 
tional Drug Oode (OTQ) number, the 
Adniinmtration Controlled Substances 
Code Number as set forth in part 1B0B 
of 1Mb chapter, "tike number anil she of 
packages or containers, the name and 
quantity of "the controlled substance 
contained in any finished dosage units, 
and the net quantity of any oontrolled 
substance expressed in anhydrous 
acid, base, or alkaloid) given in kilo- 
grams or parts thereof; and 

(3) Tha proposed import date, the for- 
eign port of exportation to the United 
StatBS, the port of entry, and the 
name, address, and registration num- 
ber of the recipient in the United 
Bt&tes; and 

. (4) The name and address of the con- 
signor in the foreign country of expor- 
tation, and any registration or license 
numbers if the consignor is required to 
have such numbers either by "fixe conn- 
try of exportation or under U.S. law* 

(d> Notwithstanding ^ time limita- 
tions inoluded in paragraph (a) of this 
section, an applicant may obtain a spe- 
cial waiver of these time limitations in 
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k- 

emergency or unusual instances, pr _ 
vided that a specific confirmation is re- 
ceived from the Ad^ninietrator or his 
delegate advising the registrant to pro- 
ceed pursuant to the special waiver* 

[Sfl TR 781B, Apr. B4, 1971* ae amondad at 37 
FB Mm, Aug. fi, 1373. Eedaaignateii at 39 ^ 
2B&B, Sept, 24, 1073, and amon^M at SB $k 
74MB, Nov, 12, Mm m FB 6319, Fob, 13, lflBfl> 
aa FS 17290, Hay 1, 19S7; 03 UU 139G9, Mar. 24* 

§1312.19 Distribution of import dec 
laratictL 

The required ilve copies of the ecu* 
trolled substances Import declaration 
will be distributed as follows: 

(a) Copy 1, Copy 2, and Copy 3 shall 
be transmitted to the foreign shipper* 
Thja foreign shipper will submit Oopy 1 
to the proper governmental authority 
in the foreign oountryi if required as a 
.prerequisite to export authorimfciotL 
Oopy 1 will then accompany the ship- 
ment to its destination, and shall be 
retained on file by the importer* Copy 
2 shall be detached and retained by the 
appropriate customs official of the for- 
eign country. Oopy 3 shall be removed 
by the District Director of the U.6> 
Customs Service at the pert of entry, 
who shall sign and date the oertifU, 
oation of customs on Oopy B, noting 
any changes from the entries made by 
the importer, and shall then forward 
that oopy to the Drug Operations Seo- 
tion of the Administration. 

(b) Oopy 4 shall bo forwarded, within 
the time limit required in §1312,18, di- 
rectly to the Drug Enforcement Ad- 
ministration, Drug Operations Section, 
Washington, DO 20637. 

(0) Oopy 6 shall he retained ty the 
importer cm file as his record of au- 
thority for the importation, 

[86 TO 7815, Apr. 24, 1B71, as amGnded at 36 

FB 13387, July 21, 1B7U 87 E& 1BB23, Aug. B, 
1973. BododgnatGd at 38 FR 30608, Bcpt. 24, 
1673, and forthar am&ndad at 46 FB. 74715, 
Nov. IS, lUBO; SI TO. 6319, tf eb. IS, 1836; S3 3m 
4B344, Nov. 30, 1BBB; 63 BB 13969, Mar. 24, 1337] 

EmmTA33DN OF QPMTRQTrTtttn 
&TJBBTANCES 

§1£I&2* 'B&qairtmi&nt of authorisa- 
tion to Export, 

(a) No person shall in any manner ex- 
port or oause to he aborted from the 

United States any controlled substance 
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Drug Enforcement Administration, Justice 

listed in Schedule I or 31, or any nar-* 
ootao substance listed in Schedule HE 
or IV, or any non-narcotia substance In 
Schedule HI which, the Administrator 
has specifically designated by regula- 
tioB in &1SJ&80 of this part or any non- 
narcotic substance in Schedule XV or V 
which is also listed in Schedule I or n 
of the Convention on Psychotropic 
SubetanaeB unless and until such per- 
son 1b properly registered under the 
Act Cor exempted from registration) 
and the Administrator has Issued a per- 
mit pursuant to § 1312.23 of this part* 

(b) No person shall in any manner ex- 
port or cause to be exported from the 
United States any non~narootio con- 
trolled substance listed in Schedule HE, 
IV*, or V, excluding those described in 
paragraph (a) of this section, or any 
narcotic controlled substance listed in 
Schedule V,* unless and T^ tf ! such per- 
aon is properly registered under the 
Act Cor exempted from registration) 
and has furnished a special controlled 
substance export invoice aa provided by 
section 1DDS of the Aofc (21 TT.B.O, 953(e)) 
to the Administrator pursuant to 
5 1312*28 of this part, 

(c) A separate authorization repuest 
is obtained for each consignment of 
such controlled substances to be ex- 
ported, 

E&tf TB 7BU5, Apr. 24, 1071, aa runeaded at 87 
FR UB92S, Aug. B t 1ST&. RataiB»atBd v& SB FB, 
386G9, Sept, 23, 1B73, and amended at 82 U!E 
27230, May 7, 1587} 

§£312.22 Application tor export par* 

(a) An application for a permit to ex- 
port controlled substances shall he 
made on DBA B*orm 151 which may bB 
obtained from, and shall be riled with, 
the Drug Enforcement Administration, 
Drug Operations Section, Washington, 
DO 20637. Each application shall show 
the exporter's name, address, and reg- 
istration number; a detailed descrip- 
tion of each controlled substance de- 
sired to be exported including the drag 
Barne, dosage form, National Drug Oode 
(NDO) number, the Administration 
Oontrolled Substance Code Number as 
set forth In part 180B of this chapter, 
the number and siae of packages or 
containers, the name and quantity of 
^he controlled substance contained in 
&&y finished dosage units, and the 
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quantity of any controlled euhetanoe 
(expressed in anhydrous acid, base, or 
alkaloid) given in kilograms or parts 
thereof, tthe application shall include 
the name, address, and husiness of the 
consignee, foreign port of entry, the 
port of exportation, the approximate 
datB of exportation, the name of the 
exporting oarrler or vessel (if known, 
or if unknown it should be stated 
Whether shipment will be made by ex- 
press, freight* or otherwise, exports of 
oontrolled substances \iy mail being 
prohibited), tfciB date and number, if 
any, of the supporting fbreign import 
lioense or permit accompanying the ap- 
plication, and the authority l^y whom 
such foreign license or permit waa 
issued* Th& application shall also con- 
tain an affidavit that the packages axe 
labeled in conformance with obliga- 
tions of the United States under inter- 
national treaties, conventions, or pro- 
tocols in effect on May I, 1S71, said 
that, to the best of afftanffs knowledge 
and belief, the oontrolled BUbstances 
therein are to he applied exclusively to 
medical or scientific uses within the 
country to which exported, will not be 
reexported therefrom and that there ie 
an actual to.m& for the oontrolled sub- 
stance for medical or soient&ac uses 
within such aountry* In the case of ex- 
portation of crude cocaine, the affi- 
davit may atate that to the best of 
knowledge and belief, the controlled 
substances will be processed within the 
country to which exported, either for 
medical or eoientiflc use within that 
country or for reexportation in accord- 
ance with the laws of that country to 
another for medical or soientiSc use 
within that country. Whs application 
shall he signed and dated hy the ex- 
porter and shall contain the address 
from which the substances will bo 
shipped for exportation. 

(b) ^Ehere shall also be submitted 
with the application any import lioense 
or permit (and a translation thereof 11 
in a foreign language) or a certified 
oopy of any such license or permit 
issued by competent authorities in the 
country of destination, or other docu- 
mentary evidence deemed adequate by 
the Administrator, showing that the 
merchandise is consigned to an author- 
ised .permittee, that it is to be applied 
exclusively to mBdtcal or scienttflo use 
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within the country of destination, that 
it will not be reexported from such 
country, and that there la an actual 
need for tbi controlled substanoe for 
medical or eolentiflo use within BUQh 
country. (In the case of exportation of 
bulk coca leaf alkaloid, the submitted 
evidence need only show the material 
outlined In paragraph (a) of tbio sec- 
tion for such exportations.) 

£38 FE 781$, Apr, 2*, U9TL todaatsiiatea at 36 
FB 2BSQ0, Sept. 34, 1573, and amended at 63 
Ett 1723Q, May V # MBTj 63 F& 13369, Mar. 24, 
13973 

§ 1312*23 Issuance of export permit. 

(a) Tne Administrator may authorise 
exportation of any oontrolled sub- 
stance listed in Schedule I or H or any 
naraotlc controlled substance listed In 
Schedule HI or IV if he finds that anon 
exportation is permitted by sub- 
sections 1003(a), (b), (c), or (d) of the 
Act (21 U.S.C. 963 (a), (b), (o), or (d) ( 

(b) The AdrniniBferator may require 
that such non-narcotic controlled sub- 
etanoBs in Schedule IE as ahall be des- 
ignated by regulation in § 1315.80 of this 
part be exported only pursuant to the 
iasuanoe of an export permit. The Ad- 
ministrator may authorize the expor- 
tation of auoh substances if ha finds 
that such exportation 1b permitted by 
section iOQ3(e) of the Act (21 tLS.G. 

flS3Ce)). « 

(□) H a non-narcotic substance listed 

in Schedule IV or V is also listed in 
Schedule X or U of the Convention on 
Psychotropic Substances, it shall be 
exported only pursuant to the lsananoe 
of an export permit. £he Administrator 
may authorise the exportation of such 
substances if he finds that such expor- 
tation is permitted by section 1003(e). of 
the Aot (31 tr.S.a 953(e)). 

(d) Ehe Administrator may require 
an applicant to submit such documents 
or written statements of fact relevant 
to the application as he deems nec- 
essary to determine whether the appli- 
cation should be granted. Ifta failure of 
the applicant to provide such docu- 
ments or statements within a reason- 
able time after being- requested to do bo 
shall be deemed to be a waiver by the 
applicant of an opportunity to present 
such documents or facts for consider- 
ation by the Administrator in granting" 
or denying the application* 
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(e) Each export permit shall be leaned 
in aaptuplet and serially numbered 
with all seven copies bearing- the same 
serial number and being' designated 
"original" (Copy 1), "duplicate' 1 (Oopy 
2), etc., respectively. Bach export per- 
mit shall be predicated upon an import 
certificate or other documentary evi- 
dence, Brport permits are not transfer- 
able. 

(f) No export permit shall be issued 
for the exportation of any narcotic 
drug - to any oountry when the Adminis- 
trator hag information to show that 
the estimates submitted with respect 
to that oountry for the currant period, 
under the ISfarcofeic Limitation Conven- 
tion of 1981, or tthe Single Convention 
on Narcotic Drugs of IflSl, have been, 
or, considering the quantity proposed 
to be imported, will be exceeded. If it 
shall appear through subsequent advice 
received £com the International Nar- 
cotic Control Board of the United Na- 
tions that the estimates of the oountry 
of destination have been adjusted to 
permit further importation of the nar- 
cotic drug*, an export permit may then 
be issued if otherwise permissible. 

tB8 FE 23625, Dea. 11, 1871* as amended at 8? 
U!a 16933, Aug, a, 1B72. Eadealgnatad at 39 &R 
25609, Sept. 58, 1878, and amended at £2 F& 
17200, May 7, 29B71 

§1312*24 Mstribufcian of copies of ex- 
port permit. 

Copies of the export permit shall bs 
distributed and serve purposes as fol- 
lows: 

(a) The original, duplicate, end trip- 
licate copies (Copy 1, Copy 2, and Copy 
3) shall be transmitted by the Adminis- 
tration to the exporter who will retain 
the triplicate copy (Copy 8) as his 
record of authority for the exportation, 
The exporter shall present to the Dis- 
trict Director of the T7.S. Customs 
Service at the port of export and at the 
time of shipment, the original and du- 
plicate copies (Copy 1 and Copy 2), 
After endorshig the port of export on 
the reverse side of the original and du- 
plicate oopies (Copy 1 and Copy 2) the 
District Director shall forward the en- 
dorsed original copy (Copy 1) with the 
shipment, and return the endorsed du- 
plicate oopy (Copy 2) to the Drug En- 
forcement Administration, Drag Oper- 
ations Section, Washington, DO 20637. 
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(b) The quadruplet copy (Copy 4) 
shall be forwarded by the Adminis- 
trator to litis District Director of the 
1XB. Customs Service at the port of ex- 
port for comparison with the original 
copy (Copy 1) and for retention for the 
customs record. 

(c) The quintuplet copy (Copy 5) Kb all 
be forwarded by the Administration to 
the officer in hue country of destina- 
tion who issued the import certificate, 
or other documentary evidence upon 
which the export permit ie founded* 

(d) The aertuplet and sapfeuplet cop- 
ies (Oopy 6 and Copy 7) shell he re- 
tained by the Administration* 

[36 ER 7B15, Apr, 24, 1B71, as amaEdBd at 30 
FR 1B3B7, July 21, 1B71* BodeaJgnated at 3fl WB* 
26609, Sept. 24, 2D73, asd aiocndsd at 4fi Fit 
74716, Nov. 12, 19B0; 61 SR 63U, Fob. 03, 1980; 

as fr oso, Nov. ao, leas; 62 fe aasas, ubt* 

24.1BS73 

51S1&25 ISrptta^on date. 

An export permit shall not be valid 
after the date specified therein, which 
date shall oonform to the expiration 
date specified in the supporting import 
gertifloate or other dooumentary evi~ 
dence upon which the export permit is 
founded, but in no event shall the date 
be subsequent to 6 months after the 
data the permit ia issued. Any unused 
export permit shall be returned by the 
permittee to the Drag Operations Beo- 
tdon for cancellation. 

135 FR 7016, Apr. 34, U7L Bcdeaignated at SB 

FR 20609, B&pt %k, 1973, and araaaded at 45 
F& WH6, Nov* U> 1BB&; 61 m 6319, VoU 13, 
IBDfi; 53 FR 4B244, Nov. 80, BBS; 63 FB. 359©, 
War. 24,1957] 

§ 1S1&26 Becords required of exporter. 

The exporter shall keep a record of 
any aerial numbers that might appear 
ou packages of norootio drugs in guan- 
titles of one ounce or more in such a 
banner as will identify the foreign 
consignee, along- with Oopy 8 of the ex- 
1^ permit* 

S 1312,27 Contents of special con- 
trolled subaizmees invoice, 

(&) A person registered or authorised 
tc * export any non-narcotic controlled 
..substance listed in Schedule HI, IV, or 
Y* which ia not subject to the require- 
™jt of an export permit pursuant to 
s 1312.23 O) or (o), or any parson reg- 



istered or authorised to export any 
controlled substance in Schedule V, 
must furnish a special controlled sub- 
stances export invoice on DBA Farm 
2S6 to the Drug Enforcement Adminis- 
tration, Drug* Operations Section, 
"Washinerton, DO 20537, not less than 15 
calendar days prior to -the proposed 
date of exportation, and distribute four 
copies of same as hereinafter directed 
inGiaiMOofthlBpart 

(b) This invoice must be executed by 
the exporter in qulntuplicate and in- 
clude the following- lnforxuatiorL 

(1) The name* address* and registrar 
tton number, if any, of tihe exporter; 
and the name, address and registration 
number of the exporter broker, if any; 
and 

(2) A complete description of the con- 
trolled substancBB to be exported in- 
cluding the drug 1 name, dosage form, 
Hational Drug Code (KDQ) number, tihe 
Administration Controlled Substances 
Oode Number as set forth in part 13DB 
of this chapter, the number and size of 
packages or containers, the name and 
quantity pf the controlled substance 
contained in finished doaage units, im& 
the net quantity of any controlled sub- 
stance (expressed in anhydrous acid, 
base, or alkaloid) given in Idlograms or 
parts thereof; and 

(8) The proposed export date, the port 
of exportation, the foreign port of 
entry, the carriers and shippers in- 
volved, method of shipment, the name 
of the vessel if applicable, and the 
name, address, and registration num- 
ber, if any, of any forwarding agent 
utilised; and 

(£) The name and address of the con- 
signee in the country *of destination, 
and any registration or lioense number 
if the oonsigneB is required to have 
such numbers either by the country of 
destination or under Ttolfced States law. 
In addition, documentation must be 
provided to show that; 

(i) The consignee is authorised under 
the laws and regulations of the country 
of destination to receive the controlled 
substances, and that 

(ii) The substanos is being imported 
for consumption wltmn the importing 
country to satisfy medical, scientific 
or other legitimate purposes, and that 

(5) The reexport of non-narootlo con- 
trolled substances in Schedules HI and 
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XV, and controlled substances in Sched- 
ule V is not permitted under the au- 
thority of 21 U>BXJ, 853(b), except as 
provided "below: 

(i) Bulk substances will not be reex- 
ported in the BBme form as escorted 
from the United States, i.e. the mate- 
rial must undergo further nianufao- 
tortng process. TOne further manufap- 
tnred material may only db reexported 
to a country of ultimate constimption, 

(it) Finished dosage units, if reex- 
ported, Tffill be In a commercial paok- 
age, properly sealed and labeled for le- 
gitimate medical use In the country of 
destination. 

(lit) Any reexportation be made 
Jmown to DMA at the time the initial 
DEA Form 236, Controlled BuhBtanoea 
Importffixport Declaration 1b com- 
pleted, by oaecking the "box marked 
"other** on the certification, The fol- 
lowing information will be furnished in 
the remarks section: 

(A) ladioate "for reexport". 

(B) Indicate if reexport is balk or fin- 
ished dosage units. 

CO) Indicate product name, dosaga 
strength, commercial package ste and 
quantity. 

(D) Indicate name of coBstgnee, com- 
plete address, and expected shipment 
date, as well &b, the name and address* 
of the ultimate consignee in the coun- 
try to v/hsre tine substances will be re- 
exported, 

(K) A* statement that the consignee 
in the country of ultimate destination 
is authorized under the laws and regu- 
lations of the country of ultimate des- 
tination to receive the oontrolled sub- 
stances. 

(iv) Shipments which hare been ex- 
ported from the United States and are 
refused by the consignee ta the country 
of destination, or are otherwise unac- 
ceptable or uiideliverablo, may be re- 
turned to the registered exporter In the 
United States upon authorisation of 
the Drug* Enforcement Administration. 
In this circumstance, the exporter In 
the United States shall file a written 
request for reexport, along: with a com- 
pleted DBA Form 23B, Import Declara- 
tion witkh the Drug Enforcement Ad- 
ministration, Drug- Operations Section, 
Washington, BO 2Q637. A brief summary 
of the facts that warrant the return of 
the substance to the United States 



21 CPR Ch, II (4-1-05 Ecfflkwft 

alone: with an authorisation from £bs 
country of export will be included with 
the request, DE1A will evaluate the re- 
quest after considering all the facta a& 
well aa the exporter's registration ata- 
tos with PEA. 1!he substance may bo 
returned to the United States only 
after affirmative authorization is 
issued in writiug by DBA, 

(o) Notwithstanding the time limits 
ttons included in paragraph (a) of this 
seofcion, a registrant may obtain a opo~ 
cial waiver of these time limitations in 
emergeuoy or urmsual instances; pro- 
vidfid that a specific confirmation is re- 
ceived from the Administrator or his 
delegate advising the registrant to pro- 
ceed pursuant to the special waiver. 

036 F3, 7B15, A$z. 24, 1371, an amended at S7 
ffR 16933, Aug. B t 1072, RedBfllgnatDd at B8 tfB. 
26609, Sept. 34, 3873, ami amended at 46 E& 
71715, Hov. 13, 1880; 61 ffB E31B. Feb. IS, IBBfl; 
G& tfB OTBG, May 7, 1937; 82 TO 13962, Mat. % 

{1812.28 Difitrilmtion of special con- 
trolled subsbmces invoice. 

Q3ie required five oopies of the spe- 
cial controlled substances export in- 
voice, DBA Cor BND) Form 256, will be 
distributed as follows: 

(a) Oopy 1 shall accompany the ship- 
ment and remain with the shipment to 
its destdnatioiu 

Cb) Copy 2 shall accompany the ship- 
ment and will he detached and retained 
by appropriate customs officials at the 
foreign aountry of destination. 

Cc) Oopy 3 shall accompany the ship- 
ment and will he detached by the Dis- 
trict Director of the, TJ.B. Customs 
Bervioe at the port of exportation, who 
shall sigii and date the certification of 
oustoma on such Oopy 3, noting any 
changes £rom the entries made by the 
exporter, and shall then promptly for- 
ward Oopy 8 to the Drug Control Sec- 
tion of the Administration, 

( a ) Copy 4 shall be forwarded, within 
the time limit required in §1312.27 of 
this part, direotly to the Drug Enforce- 
ment Administration, Drug Operations 
Section, Washington, DO 20537. Ofce 
documentation required by 

§lS12.2T(b)(4) of this part must be at- 
' t&uhed to this copy. 
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§1312,31 



(e) dopy B shall be retained by the ex~ 
porter on file as Me reoord of authority 
for the asportation. 

■ 

&$ Ea 7835, A)pr t 24, 19EU jib am&kdod at 36 
FB 13357, July 21, 1971. Bafiesignated s*,t 3D FB 
26608, Bapt 25, 1973, *md amandad at 45 ffR 
7*715, Nnv, 13, 1980; 61 FB B31B, Feb. 13, 3SBB; 
52 FE 17m, May % 1BS7; 63 FB 4B24*; 8ov. SO, 
lfiBB; 62 PE. 1M9, Hot. 24, 1DD71 

§ IfLlZJZti ttomefiiic release prohibited* 

An exporter or a forwarding agent 
acting* tor an exporter must either de- 
liver ike controlled substances to the 
port or border, or deliver the controlled 
substances to a bonded carrier ap- 
proved by the consignor for delivery to 
the port or border, and may not* under 
any oiker circumstances,* release a 
shipment of controlled substances to 
anyone,' including the foreign con- 
signee or his agent, vrithfa the TTnited 
States* 

§1312.80 Schedule EL IV, wad V jiout- 
aareofcia controlled substances re- 
quiring an iinport and export pB3> 

The following Schedule HI, W, end V* 
non-narcotic controlled substances 
have been. specifically designated by 
the Administrator of the Drag Enforce- 
ment Adrninistration as requiring im- 
port and export penults pursuant to 
sections 1002(b)(2) end 1003(e)(3) of the 
Act (21 TT.8. 0. 952(b)(3) and D53(e)(S))r t 

(a) Dronabinol (synthetic) in sesame 
oil and encapsulated in a soft gelatin 
capsule in a Tf.5. Food and Drug Ad- 
ministration approved product, 

(b) [Reserved] 

£62 FR 17291, May 7, 10B7, as araenaed at &4 
TO 35930, July 2, 1S091 

i- 

' ^AHSSHIPMBN^ J OPlK«'l?BAKSrr 
BHlPla^liT OF COOTB-OLMD BTJBSTAttOIBB 

§1312,31 Schedule h Application for 
prior -written approval* 

(a) A controlled substanoe listed* in 

schedule I may be Imported Into the 
"United States for transshipment, or 
,may be transferred or transshipped 
within the United States for Immediate 
asportation, provided that: 

(1) The controlled substance is nec- 
V es i ary for aclentifio, medical, or other 
■ ^sitlmate purposes in the country of 
aestivation, and 




(2) A transshipment penult has been 
isauad by the Administrator. 

(b) An application for a trana- 
ahipmenfc permit must be submitted to 
fihfl Drug Enforoement Admiuisfcratfcm, 
Drug Operations Section, Washington, 
BO 20537, at least SO days, or in the cas& 
of an emergency as soon as practicable, 
prior to the expected date of importa- 
tion, transfer or transshipment. Baob. 
application shall contain the following*; 

(1) The date of execution; 

(2) The identification and description 
of the controlled substance; 

(3) The net guantfty thereof; 

(4) The number and she of the con- 
trolled substance containers; 

(B) The name l address, and business 
of the foreign exporter; 

(6) The foreign port of exportation; 

(?) The approximate date of expor- 
tation; 

(B) The identification of the export- 
ing carrier; 

(9) The name, address and bustueas of 
the importer, transferor* or 
transahipper; 

(10) The registration number, if any, 
of the importer, transferor ox 
transshipper; 

(11) The tf,B, port of entry; 
02) The approximate date of entry; 

(13) The name, address and business 
of the consignee at the foreign port of 
entry; 

(14) The shipping route from the U.S. 
port of exportation to the foreign port 
of entry; 

(15) The approximate date of receipt 
by the consignee at the foreign port of 
entry; and 

(16) The signature of the importer, 
transferor or transshlpper, or his agent 
accompanied by the agent's title. 

(o) An application shall be accom- 
panied by an export license, permit, or 
a certified copy of the export license, 
permit, or other authorisation, issued 
by a competent authority of the coun- 
try of origin (or other documentary 
evidence deemed adequate by the Ad- 
ministrator) . 

(d) An application shall be accom- 
panied by an import license or permit 
or a certified copy of such license or 
penult issued by a competent author- 
ity of the country of destination (or 
other documentary evidence deemed 

„ r A,R. 76 
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§1312.32 

adequate by the AdmintefcratorX indi- 
cating that the controlled substance: 

CL) Ib to be applied exclusively to sci- 
entific, medical or other legitimate 
uses within the country of destination; 

(2) Will not bo exported from such 
country; and 

(3) Xb needed therein because there is 
on actual shortage thereof and a de- 
mand therefor for scientific, medical or 
other legitimate uses within suoh 
country. 

(e) Verification by an American con- 
sular officer of the signatures on a for- 
eign import license or permit shall he 
required, tf such license or permit does 
not bear the seal of the authority sign- 
ing them- 

(£) The Administrator may require an 
applicant to submit such documents or 
written statements of fact relevant to 
the application as he deems necessary 
to determine whether the application 
ehould be granted. The failure of the 
applicant to provide such documents or 
statements within a reasonable time 
after being requested to do so shall be 
deemed to be a waiver by the applicant 
of an opportunity to present such docu- 
ments or facts for consideration by the 
Administrator in granting or denying 
the application. 

(g) The Administrator shall, within 
21 days from the date of receipt of the 
application, either grant or &&w$r the 
application. The applicant shall he ac- 
corded an opportunity to amend the 
application, with the Administrator ei- 
ther granting or denying the- amended 
application within 7 days of its receipt. 
If the Administrator does not grant or 
deny the application within 21 days of 
its receipt, or in the case of an amend- 
ed application, within 7 days of its re- 
ceipt, the application shall be deemed 
approved and the applicant may pro- 
ceed* 

[36 FE 7B15, Apr. 24, 1971, an amcndBd at S7 
WB* 16923, Atig, B, 1972. Ro designated at SO FE 
26SQ9, Sept. 24, B73, and ituther amended at 
45 FE 71715, Nov* Xfc, mo\ U FB GSlfi, Fob. 12, 
15891 63 WB 4B244, Nov. 30, 11)66; 82 TO 13B06, 
Mar. 24, IBM] 

§ 1318,32 Schedules H, HE, IV: Advance 
notice. 

(a) A controlled substance listed In 
Schedules II, m> or IV may be im- 
ported into the TJnltBd States for trans- 
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shipment, or may be transferred or 
transshipped within the Ttaitcd States 
for immediate exportation, provided 
that written, notice is submitted to the 
Drug Bnforoemant Administration, 
Drug Operations Section, Washingtoi! 
DO 20637, at least 15 days prior to tOm 
expected date of importation, trana% 
or transahtpment* 

(b) Each advanoe notice shall contain 
those items required by §1312.31 (b) and 
(c). 

$8 Ka 7815, Apr. 24, IfiTX. EeOe&lBnatett nt 88 
Pa 26BGB, Sept, 24, 1078, and amended at & 
FE 74715, Nov. IS, UBB0; 61 WR 6319, Fob, 13 
UQflfi; 62 Fft 48244, Hov. 30, 1SBB; 52 3FB 13969' 
Mar. 2$, 7BVQ 

§1312*41 Hearings generally* 

(a) In any case where the Adminis- 
trator shall hold a hearing regarding 
the denial of an application for an im- 
port, export or transshipment permit, 
the procedures for such hearing shall 
be governed generally by the adjudica- 
tion procedures set forth in the Admin- 
istrative Procedure Ant (6 TT,SJX SSL- 
669) and specifically by sections 1002 
and 1003 of the Act (21 TLB.C. 962 and 
963), by §§1812*42-1312.47, and by the 
procedures for administrative hearings 
under the Act set forth in §§131fi,41— 
1316X7 of this chapter, 

Cb) [Reserved! 

$6 TO 2352fi, IDeo. 21, 2S72, as araoBdett at 37 
F& 15823, Aug. B, WX Btjdesigiiated at SB TO 
26B03, Sept. 24, 1D7S3 




§1312*42 Purpose of hearing* 

(a) If requested by a person applying 
for an import, earport, or transshipment 
permit, the Adniinistrator shall hold a 
hearing for the purpose of receiving 
factual evidence regarding the issues 
involved in the issuance or denial of 
such permit to such person* 

(b) Extensive argument should not be 
offered into evidenae but rather pre- 
sented in opening or closing state- 
ments of oounael or in memoranda or 
proposed findings of fact and conclu- 
sions of law. 

[36 FE 23026, Dbo* 11, 1ST!, as amended at 3? 
TO 15929, Aug. 8, 1972. Eedfislguatod at 38 W& 
mm, Sept. 24, IflYS] 
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Drug Enforcement Administration, Justice 

&1S1S.4B "Waiver or modmcatioxi of 
rules* 

The Adminlatetar of the presiding 
officer (with respect to matters pend- 
ing "before him) may modify or waive 
any role an this part "by notice to ad- 
vance of the hearing, if he determines 
that no party in the hearing will be un- 
duly prejudiced and the ends ol }usticB 
will thereto be served* Such notice of 
modification or waiver shall he made a 
part of the record of the hearing. 

136 F& Z3S25, Duo, 11* 1ML ItedealgnatBd at S8 
P& 26G0B, Bopt. H 1S73] 

§1312,44 Request ibr hearing or ap- 
pearance; waiver. 

(a) Any applicant entitled to a hear- 
ing pursuant to §1312*42 and who de- 
sires a hearing on the denial of his ap- 
plication for an Import, eaqport, or 
transshipment permit shall, within 30 
days after the date of receipt of the de-i 

.;.;. nial of Ms application, file with the Ad- 
ministrator a written request for a 
hearing: in the form preeorihed in 
§1316.47 of this chapter. 

TO Any applicant entitled to a hear*: 
lag pur&nant to §1312,42 may t within 
the period permitted for filing a re- 
quest for a hearing, file with the Ad- 
ministrator a waiver of an- opportunity 
for a hearing, together with a written 
statement regarding his position on 
the matters of fact and law involved in 
such hearing. Such statement, if ad- 
missible, shall he made a part of the 
record and shall he considered in light 
of the lack of opportunity for croaa-ez- 
aminataon in determining the weight 
to be attached to matters of fact as- 
serted therein, 

Co) If any applicant entitled* to a 
hearing pursuant to §1315.42 fails to ap- 
pear at the hearing, he aboil he deemed 
to have waived his. opportunity for the 
hearing unless he shows good cause for 
suoh f ai lure, 

(d) If the applicant waives or is 
deemed to have waived this oppor- 
™ity for the hearing, the Adminis- 
trator may cancel the hearing, if 
scheduled, and issue his final order pur- 

. * Buant to $1312,47 without a hearing. 

• gl £R 15923, Ans, B, 1572, BedeaJgnatBd at 

. . TO2B809. Sept 24, 1*73] 
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§ 1312,47 

§1815,45 Burden of proof. 

At any hearing on the denial of an. 
application for an import, export, or 
transshipment permit, the Adrnmis** 
trator shall have the burden of proving 
that the requirements for such permit 
pursuant to sections 1002, 1008, and 1004 
of the Act (21 V&.O. 052, 963, and' 954) 
are not satisfied. 

0ff TB 1E934, Aug. B, 1272, RedesigxuLtad at SB 
F& 2S609, Sept. 34, 1B73) 

§13U5;4G Time and place of Bearing. 

(a) If any applicant for an import, ex- 
port, or transshipment permit requests 
a hearing on the Issuance or denial of 
his application* the Administrator 
Bhall hold such hearing. Notice of the 
hearing shall be given to the applicant 
of the time and place at least SO days 
prior to the hearing, unless the appli- 
cant waives such notioo and requests 
the hearing he hold at an earlier time, 
in which case the Administrator Bhall 
£& a date for such hearing as early* as 
reasonably possible. 

(b) The hearing will commence at the 
plaoB and time designated in the notice 
given pursuant to paragraph (a) of thlB 
section but thereafter it may be moved 
to a different place and may he contin- 
ued from day to day or recessed to a 
later day without notice other than an- 
nouncement thereof by the presiding 
officer at the hearing* 

$1 Eft 15924, Aug. 8, 1672. BedogigtiatQd at 3B 
B&EBBDB, Sept. 24,1673] 

§1313.47 Bnal order. 

Ab soon as practicable after the pre- 
siding officer has certified the record 
to the Administrator, the Adminis- 
trator shall issue his order on the 
issuance or denial of the application 
for and import, export, or trans- 
shipment permit. The order shall in- 
clude the findings of fact and conclu- 
sions of law upon which the order is 
based, She Administrator shall serve 
one copy of hie order upon the appli- 
cant. 

[37 FB 15024, Aug, B, 1S72. KsdBGl^nntDd at 3B 
TO2HBBB, Sept. 2ft, 1B733 
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www.dea.gov Washington, D.C. 20537 



JUL 2 1 M03 



This letter is in response to your correspondence regarding your firm's plans to' market a generic 
dronabinol product in the United States, You have requested a response in the form of a letter of 
non-objection from the Drug Enforcement Administration (DEA) for the importation of such 
product, given the drug product's approval by the Food and Drug Administration (FDA) and 
application to permit its importation by a DEA registered importer. The following provides an 
overview of the control status of the substances that you may be handling along with the appropriate 
import requirements. 

Tetrahydrocannabinols (THC) and all of its isomers (including the active pharmaceutical 
ingredient in dronabinol, synthetic delta-9-THC) are classified as Schedule I controlled substances 
under the 'Controlled Substances Act (CSA, 21 U.S.C, §812 Schedule I (c)). The Food and Drug 
Administration (FDA) is responsible for the approval of drug products* When dronabinol is 
formulated into the FDA-approved drug product known as Marinol™, it is controlled in Schedule 
DL Your proposed project would involve the manufacture of a drug product that is not yet approved 
by the FDA, thus it would be controlled in Schedule I of the CS A. Therefore, at this time, any 
import of the proposed material would require an import permit for a Schedule I substance. If your 
drug product is .approved by the FDA in the future and placed into Schedule HI of the CSA, then an 
import permit for a Schedule HI substance would be required. 

Should you require any further assistance, please contact me at (202)307-7183. 

Sincerely, 





Frank L Sapienza, Chief 

Drug and Chemical Evaluation Section 
Enclosure 



A.R. 79 
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cc: ODE Subject 
ODE Chron 
ODE Strait 

ODE:CAS 
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This letter is in resp onse to you r ^^^ ^^ ^^^SSSSK ^^^ J^^^ ^ a generic 

complete required bio-equivalence studies in the United States, thus requiring importation of the 
substance prior to such approval by the Food and Drug Administration (FDA). The following 
provides an overview of the control status of the substances that you may be handling along with the 
appropriate import requirements, 

Tetrahydrocannabinols (THC) and all of its isomers including the active pharmaceutical 
ingredient in dronabinol (synthetic delta-9»THC), are classified as Schedule I controlled substances 
under theControlIed Substances Act (CSA, 21 U.S.C. §812 Schedule I (c)). The FDA is responsible 
for the approval of drug products. When dronabinol is formulated into the FD Approved drug 
product known as Marinol™, it is controlled in Schedule Eft. Your proposal involves the 
manufacture of a drug product that is not yet approved by the FDA, thus it would be cohtrolled in 
Schedule I Therefore, the proposed importation required for research purposes prior to its approval 
by the FDA will require an import permit for a Schedule I substance. If your drug product is 
subsequently approved by the FDA in the future and placed into Schedule IH of the CSA, then an 
import permit for a Schedule HI substance would be required. 

Should you require any fiirther assistance, please contact me at (202)307-7183. 

Sincerely, 



Frank L + Saptenza, Chief 

Drug and Chemical Evaluation Section 

i 

Enclosure 

cc: ODE Subject 

ODE Cbriu 

ODE Strait 

ODE:CAS 
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I am writing in response to your letters dated March 8, 20 04 and May 1 1, 2004 (enclosed ). 
Based on the information you provided, it appears that your firm, ^^^^^^^^^Bi^^^l 
i^^Hiare ultimately seeking from 1he Food and Drug Administration (FDA) approval to parket 
a generic form of Marinol™. As part of that FDA approval process, you indicate that jm 
QI^IHwish to import the "finished dosage" of the drug into the United States to conduct | 
"biostudies for the AND A** (Abbreviated New Drug Application) pursuant to a Drug Enforcement 
Administration (DBA) research registration. You ask feat DEA provide you with the "exact rules 
and regulations" that are applicable to this situation. While we appreciate your efforts to ensure that 
the proposed activity will be conducted in a legally permissible manner, please be advised that it is 
not withm DBA's authority to respond to an individual request to conduct a legal evaluation of a 
proposed business venture and enumerate all the corresponding statutory and regulatory provisions. 
We can, however, provide you with the following information. : 

+ 

If a drug product contains any quantity of tetrahydrocannabinols (THC), such product is a 
schedule 1 controlled substance unless and until the FDA has approved the product for marketing in 
the United States". If and when a product is approved by the FDA as a generic form of Marinol™ 
(synthetic dronabinol in sesame oil and encapsulated in a soft gelatin capsule in an FDA-approved 
product), the current DEA regulations provide that such product is a schedule ID controlled . 
substance. 21 CFR 1308.13(g)(1). 

As set forth in the Controlled Substances Act (CSA), a schedule I controlled substance may 
be imported into the United States in limited quantities exclusively for research purposes. 21 USC 
952(a)(2)(C). Additional requirements for importation of schedule I controlled substances are set 
forth in the corresponding provisions of the DEA regulations, 21 CFR 13 12.1 1 to 1312,17. As.these 
provisions indicate, such importation is permissible only by a person or entity that has obtained the 
appropriate DEA registration and import permit. A person who is registered to conduct research 
with a schedule I controlled substance may import that substance; provided that such import is set 
forth in the protocol submitted to DEA along with the application for registration- 21 CFR 
1 30 i .1 3(e)(1). The schedule I research protocol requirements are set forth in 2 1 CFR 1301.18* 
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Once imported into the United States, the importer may only distribute the schedule I controlled 
substance to other persons registered to conduct research with such substance, provided such 
distribution is pursuant to a DEA order form and otherwise complies with the CSA and DBA 
regulations. 

Should the product be approved by the FDA and meet the criteria for placement in schedule 
HI t please note that the CSA requirements for importation of a schedule HI nonnarcotic controlled 
substance are set forth in 21' USC 952(b) and the corresponding DEA regulatory requirements can be 
fpund in 21 CFR 1312*11 to 1312.19. 



With regard to a meeting in^Hn^^Vthe ©E A will not be able to support your request 
As a matter of policy, the DEA abstains from activities which may appear as an endorsement of the 
product development efforts of a private firm. 

If you require any further assistance, please contact me at (202)307-7 1 83 . 



Sincerely, 



flA&fa 



-» 



Christine A. Sannerud, Ph.D., Chief 
Drag and Chemical Evaluation Section " 



Enclosures 

co: ODE Chron 
" ODE Subject 

ODE Strait 
ODE:SMC 
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ODE:MJS :mjs:353-7895:06/06/2004 
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1 INDICATE HEHE IF YOU 

REQUIRE ORDER FORM BOOKS, 



O 



APPROVED OMB NO. 1l17"aoi2 

FORM DEA-2250 [11*00) 

PiBvJbt/s editions am onsets 

No rsristaiion wBl bo issusd un 
CDmpfetatF appllcailon form has heart \ :eive 
(21 CFfl 1301.13). 1 
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6. ALL APPLICANTS MUST AN SWEfl THE FOLLOWING: 



MANUFACTURERS 

CATEGORIES 

A O Sufr, Synth****** * Exirartor 

B w Dosap Form 

C O flflparitej- * Rafabelar 
D Q Non-Human Cons trnipilan 
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SCHEDULES 
I II Mllll-NonlV V 
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(a) Am ypu £want!y ouihariied is praacrfba, dhlr&ujo, aTepflma, amtfocl resastth, or oUwwisa nsndle Uio cotfrcKfld aubafcneas In tfia aehacbtoB for wHcfc you aw npplyfns unrfii tha tow* of 
ma asafs or jurisdttttort in which you are cpo rating or propoaa io operate? * • t£. » 

1 I 1 O ■* W- 'I 



VES - STATE LICENSE NO. 

Q yes - state ooitfTRoaEo substance no. | 
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Jf you hatfn onawwd yso to tha following quwilonfaj on pntvtoui applications, yoti jsuai continue to answw yea and provide a afcaiemsni of explonmbn* 



(b)Hjn: {he uppDcant evrr baen eonvitfed 

of a crfmo in eonnacilon wiift contmBflri _ 

aubotancas unda* ciUc or federal law? fj YES ^ ^° 



fa) Hoa the npplEcant aver aumandarad or had 
a federal ecnttollad aiiwlanca faflJil/nUtm ^-^ 
Sfiv&kad, suspends resldcfed or daaitrf? QjVES W NO 



{<£) Has lha applicant avuraumnda/ad o? 
avfV had a oJata pmfaastonal Hcensa 
or conino/lad aaiwajnc» fafitetfitfjen 
ravakad, cmrp 
ad, or pfaceoi 



rayakad > fiospandad. daalsd. rcsHrt- 
on pr aballon? b any 
tndln! 



Qv^s 



[NO 



6. EXPLANATION FOM ANSWERING "YES- TO 1TEM<S) 5(b), (c), (d) t or (a), 



-> 



{o) » the sppiJcantls a corponiaoa (oiher than a cojpomifon «/ho58 atocK^ 
owned andirad&d by ine pi&11c] t asssdatlon, pajlnamtilp, or phannacyV 
has any olifcaf, partnaf, aiocJthaIdBf*or pnoprifllpf faoan coiwicfad of a 
effmc In cannacflan wllh canlral^d auiutantoa undej* a Let a or ladem! 
law, or evtrr auiTnadarsd «sr had a fedsiaJ controlfad oubatjsncii raqlslfa- 
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NO; OYbilA 
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and/or Social Securily Nuirtber to DEA» 
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3. PAVUENfT METHOD (Hlhlii only ona cfreisf 
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SIENATURH OF CARD HOIDEH 



*0. CEfiTll^CATIDN ran f=EE EXEMPTION ffittn Circle 

O^LL-iN CIRCL6 IF APPUCANT NAMED HEfiOW IS A FEDERAL, STATS, OR tOCAL GpVEaNMEtfT OPERATED | . 
* AfMuVTICAL LAfl OR RESEARCHER, Tho urutasignsd hereby csrtfitui [fwl ihg applicant namad bflfWR la ix | -* m 

redcraf* staie.Gr local government ppgfittd ntsal/lfoil lib or is searcher, eruf b *x«mp! fru/ti ihft paymanl of irja 
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SiGNATUFlE OF CERTIFYING OFF1DAL{trfhw lhan applfcani) 
PRJ<^ 6n TYPE NAilE OF CERTTFVlhfG OFFICIAL 



DATE 



PJM - OR TYPE TITLE OF CERTlFYiNa OFPJCIAL 
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BETURN COIVIPLBTED APPLICATION 
WITH FEE IN ATTACHED ENVELOPE 

MAKB CHECK OB MONEY OHOBR 
PAYABLE TO: 

OBUQ ENFOnCEMENT APMINlSTBATiON 

UNITED STATES DEPARTMENT OF JUSTICE . 

DRUG ENFORCEMENT ADMINISTRATION 

CENTRAL STATION 

RO, BOX 58083 

WASHINGTON* D.C. 20038-8083 

For infbrmaHon, call 1 (flOQ) 8B2-8538 

See ^Privacy AcT Information on last page of applicator 

MAKE A COPY FOR YOafl RECORDS. 
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No-r2982 P. 2 




i p + ** * 



* * * k 



Apm ; t2; 2005— 



Dear Mr* Dubai : 

*■ 

Include d in iBa letter* ts the rafonn&tinH you requested 1*> complete the rcgiwmliati fbr # 



Code 2753- Zolpidem AFlJ 
Code 27KI - Zakpinn AM;| 
Code 7369, 737D-I?xonablnal API;| 
Codr 98 10 — Moxpbincj 



tfuppBerueatU assort license paly 

airprpliar tiwtds Depart license only 

puppHer required to haw tm export Hccnwc only 



tDEA 



Cock 4000 - Estflrlfied Estrogen* API jflld'Mwbyltefltmitcroac API 



PEA 




|intende to distrtbpie ibfi finished pn*dnot Mfljcphiae Sujfele to wholesaler Eke Cardinal and 
MdKeRsnn hb well 8fi chains like Walgtoi's and CVS. ; 



Plcmtg see pogp 2 which foelttdcu a list of all codes that w: msod to jregtetar for both # 





and 



Sincerely, 





A.H. 86 



TTOia 



KOISHHAia 



0V12/OS TUB 14:35 rXX/RX NO 84051 @002 

XV£ TO^T NOR 90/U/QD 
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Adjjtiofinj Drug Cadcl 
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[27SI) 
(27B3J 
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DcarMr.Daubal: 



Flftase jgnox the fbllowiflfi c&dsa from tju: appEeaiiai 
Tlipy were includai m crrnr- ; 



% H * 



Code 27B3- Zolpidem, Schedule 4 \ 

Code 27fi I - 2aicpltm, Schedule 4 -f 

-k # 

I 

Cct3c737D - Tetrnhydiociumabiaol^ ScfceduJeJ 

* 

Code 7369™- JDraiaHnol, Schedule 3 * : 
Code 98 1 D - Morphine, Schedule 3 \ 

> * 

Ctode246V-DidJoid|ibra!ra)rat,Schiaits3c4 j 



Ho. 295! P. 2 



refjisEratKin # 




; * 
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mg 

Ms, Asm Carter 
July 6, 2005 



AGENDA 



«■ Production ~~ Direction we are taking 
» List of Narcotics as tabs caps or liquids 




« Packaging of bydromorphone 

* The keeping of DEA narcotic samples - 2 dosage unite (Century Safe) 

» Security Issues 

(a) Armed Robberies 

(b) Hijackings 

* Import 



Q 



Export 



» Relationship wittil 



A* R* 89 
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NOISHHAI0 




Wfd SS:iT UOH 90/21/90 



Case 1 :06-cv-00966-CKK Document 46 Filed 06/13/2006 Page 91 qjjy 9 90 



U.S. Department of Justice 
* Drag Enforcement Administration 
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REPORT OF INVESTIGATION 



Page 1 of 2 



1. Program Code 



5, By: John Robertson, D/I 
At:^^^^^^K FD 



Closed C] Requested Action Completed 
Action Requested By: 

!'■■■■"■ " I " " ~ i ■■■ii i n ifc >■■■■! m i ii ii ilia fc 1 1 M ■ 1 1 M 1 1 1 1 1 ■ 1 1 1 1 M M .■■■■■■■■. I ..L.......L.. 



2. Cross 

File 



Related Flies 



3. File No. 




6, File Title 



8. Date Prepared 
07/06/05 



9. Other Officers: DPM Ann Carter, G/S Cheryle E, Brown 



10. Report Re: MEETING WITH MANAGEMENT DBA 



(MR00) 



4. (3-DEP Identifier 




HiiHiHiililiHiiiliHiiHiiHiHiiliiliHiiiliiiiHiiiliHiHi m * H M H .i n * 



rjwma*rTjQ 



1. On 07/06/05, Diversion Program Manager Ann Carter , Group Supervisor 
Cheryl E. Brown, and Diversion Investigator John Robertson met with 

officials; 




officials requested the meeting with 
DEA to discuss future plans the company intends to implement. Agenda 
items presented by the ^^^^| officials included a list of 
controlled substances the firm plans to start importing, 
manufacturing, distributing, and exporting. (July 6, 2005 

Agenda, attachment #1). 





The ^^^^B officials explained problems they had been having with a 
poorly functioning filling machine which resulted in the over-filling 
and under-filling of 3 lots of hydromorphone . The officials explained 
that they have since discontinued the use of the machine, and have 
reconciled the remaining inventory to the best of their knowledge. 



The ^^^^^^| of f icials requested permission to keep controlled 
substance samples , (small quantities) in a wall safe located in the 
president's office. The request wa s taken u nder consideration and a 
determination will be forwarded to II from the DEA, 



4* The ^^^^^J officials also discussed several security issues and 
solicited suggestions to improve security at the firm's two 



11. Distribution: 

Division 



District 

Other ODO/SARX 



DEA Form 
(Jut 1995) 



JWR 



12. Signature (Agent) 

John Robertson, Diversion Investigator 



14, Approved {Name and Title) 
Cheryle E, Brown 
Group Supervisor 



VHWIIMMMI 



mweMMihc 



13. Date 



15. Date 



DEA SENSITIVE 

Drug Enforcement Administration 

This report is the property of the Drug Enforcement Administration. 

Neither H nor its contents may be disseminated outsidB ihe agency to which loaned. 



Jt% m JtV n J? U 



Previous edition dated B/B4 may be used. 
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REPORT OF INVESTIGATION 

(Continuation) 



4, 

Page 2 of 2 

5,, Program Code 



" ■ " —I 'Mi n i ******* iilrtililrt * * rtrt. m rt ■■■■■■ 



^hllhhliiilh^'.hlHiWIIhPi. w wTVM ♦*wwt¥¥%rWh--L 
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1-RleNo- 



2. G-DEP Identifier 




3, File Title 



6. Date Prepared 
07/06/05 



....-.- ....-..■.■..■. I .. I .._-... 



locations. It was suggested that th e firm 
controlled substances b etween their 

site, should 



when tran sporting 

site and their 



5. 



w] 



tere offered only as suggestions' for consideration by the firm? 



The ^^^^^J of f icials also discussed their futu re plans to obtain 
Import and E xport registrations / and ^^^^^| capital loan to 

iQtential business association with 





The DEA representatives advised the company that its plan to import 
and then re-export a controlled product without the company making 
any changes -to the product would probably not be approved by DEA. 



INDEXING 




; NADDIS 






DBA Form , -6a 
(Jul. 1 996) 



■ mam 



DEA SENSITIVE 

Drug Enforcement Administration 

This report Es the property of the Drug Enforcement Administration, 
Neither it nor Its contents may be disseminated outside the agency to which loaned. 



xi * J\. * 2? JL 



Previous edition dated 8/94 may be used. 
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head msrmucnoNB before completing 

USE BLACK INK 



NAME: APFUDANT OR BUSINESSES!} 



APPLICATION FOH REGISTRATION 

UNDER CONTROLLED SUBSTANCES ACT OF 1970 




■t * • * **, 

• * ; 
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PROPOSED 9USSN58S ADDRESS 




TS?or social 6SP,eanpufJMeigp » 

Pfr ^>B hi i il ii i 1 li ■ »fi i^yJLf^n* liUMflW^I • inuinaHHl 

*m u£&?g a HO. So* yoi/ must aha provldo n str&Bl nddrass) 





f miftiv n»iwiBii>ii>WiH<ii> UMiMJimiiiroiiiTrr-nT 



— .■- 



w^owji^ BiQ>,iiiiiBimii»m*>*lt*i>i ■ mi annum 



aa44vaiawi|||||||M(| 



i»JI 



i . i i w nm —^ mBH i i»t 



■«MlWlH*»lMWI«W**lMP«t 

APPJJCANra BUSINESS PHONE NUMBER 




n mttfmtt ^ tttt ^ 



rrm 




APPLICANT'S FAX NUMBER 






APPBOVaP 0MB NO. 1117-0012 
FORM DEA»225 (11-130) 



No ifislfitrallori will fc»s Issued unless e 
oompteladappilcallon form ha? baen received 
(21 CFR 1301.13). 



Thft Debt CsliteUen rmprotfairtsnl Art of 
1S9& (PL 104-134) requires Ut&t you 

furnish your Taxpayer fd-entf tying Number 
and/or Socio* 6»uifiy Hii/ntr** to DEA. Thto 
nurnbaf It rttqulmd for tfebt ©attest Jon procarfutot 

should your fsa breams uncoil ciahfo, 




FOR DEA USE ONLY 
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CO 



ID 
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1 * ACTWfff ^ O MANUFACTUHSB R O DiSTflJBUTPH aO RESEARCHER 

(FtlUn CJfCte) H Q ANALYTICAL J. @ IMPORTER K.O i 

LAS 



;i. 



EXPORTER 



4v SUPPLY AWT OTHEI1DEA REGISTRATION 5. MANUFACTUflEHS ONLY 
NUWBEHS FOR ANY CLASS OF BUSINESS 

ATTHS Annn&tB SHQVttt ONTHIS 

APPLICATION 



^^^^^^^H 











! 
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' 






: 
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I 













2* fcfltlB SCHEDULES: {mfo*S metering supply) 
I n SCHEDULE I 4& SCHEDULE III m BGHEOUL6 IV 

^SCHEDULE fl -^SCHEDULE 111 f\ SCHEDULE V 



jJ^ON HARcanc 



3, JNDiOATE HERE IF 

you reouire 

ORDERFQRM 
BOOKS 

O 



ilANUFTlCTURES 
CATEGORIES 



MftiJi eJtoQory und Schedule* 
uppHcBbfe In tlit circles Id tba rtgftf 

(Cwfinltipni gn mwree of Instruction A Q apik, Synlhadrer » ExUt&nt 

atiosl} ^^ 

B O OttftStFom. 

C O Bepscker - EteftdiJtiAr 



SCHEDULES 
I II ttl JIlKofl JV V 

oooo oo 
oooo oo 

oooo oo 
oooo oo 



■^Hfrnnmu i"i ■ 



6. ALL APPUCAHTS tm$T ANSWER THE F0LU3WWQ: 



(b) Are jau cuirunijy auiiiariretf Iq pndnib^ dEsHIbufej rfJspan^ff, contfud re$«3fdfi gr BlftefwSse hsn^ ttta contmlfid subs^ncu tfi Wi» stt)«slui« fen vifttoti yoji Are «jjpfyhg 
unitof lha tints qHHq aU1» cr Jufiwifcjloii la v/hfcJi yoti at« oporaJlng oj prepay la cpajiitfl? 



YE8 - Stmlu Uoonis No. 



YES-aisto ConiFClt«d 
Substance No. 




i ■— ■ rw-BifTTTtt-m* -Miirr 

nn 



O PENDING O H/A 



TTTT 

■H&tdlillllllihMMM 



■eawactt 



o 



PENDENS 



O N/A 



ATTENTION 



- — — - — vr I ." _ ~ 

Researcher, LAB S13D; D1st M Iniporiar, Expottor $81 3j Manuf $1,625: For 1 VR Ctyifinu,IDriHm " /!I ^ 
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ID 
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ID 
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to 
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■siE^Mwrti HUMM— TUmMHWtf hyi 



e, caffflfiuaa 

of * jcffrnf In connection with oonl/o!btf 
**A*Unc*£ under tUiB tsr f operas l&y/J 



O yes 



7. EXPLAWATKEI FOR AHS WER1KG " YE8"TO |T£H{S} 5{h\ 

such foipome(5).Thi5 spscci provffted bototv sJtfltiM be uio 



u 



(c) Hus *hft uj^curt avw aimendsrad fir had O \e$ 
feimk&f 4 suspended, r£3ftetedojcF«n1»cr? 



'HO 



HO 



M Hast \hi applicant ever autfs tfcte fed 
. or evsr hid a dsl& mofEialoiia! 

dsjtfsd, jasufcl«l, or rskiscedr on 
pmbeltastf Is any such a&tfan pfctftog* 



o 



YES 



NO 



^tP«*M^i^B^MtM|M*Ni MiN|MIMta#ii I 



(*) u iiii apptfeftnl It a ootpcniibfl (elhsr than e mipwattsm wbatti Hack 

Ip aw&d arts* feared £^ Eho miblfc), esaecfetto/i, partncjaTilp, nr phamtPCfc 
has- £(iy &l&ar,patlnu f ataciOTafck* of pmjmaloi bean comlcrtedat a 
cjfdifl il connection v$h ecntwUed stihstntioos undttt stale or fattens ft*; 
or «vai sutfeiKteHjditf fiftif a fatieiaS cant/otyduubrisnoa m^lslrstfcw 

fcenee of cantoned substance ragltlralfoartvcfeBa', map printed, tfenfed, 



3* tf )* OR {e}, App&caati who tiave atmvated \as" la 0*m^) fifcV (c) t (dh at ("I am ramited to fitibmll a s&tamonl *Ko!afatog 
litis pufposv. W addiitonal spacs Is w«JbiJi t«s B iapsnaio mao! and return wl» sppitetffon. 



■■+— JMHHMlifr MMMi*^ 



^■ ^^■Hn^ Hl h^ i 



0, UtfUG CODE NUMBERS ojusi cutodtfe wJtfj ttieaehetfuias faquealed. Lined feetsw ara the Diug Gorfa tequlminsnii for <isch buelitass oetfvlty: 



tjr«K*Wr(rtld 




aniixm 



<*»<*(i**'^**e**' 



d snxn eud \ i § 1 1 mm 



Ci mm i t § I "i mm nrrn nnrn i rm 



■*■ i P 1 " *MM< H l ^ y **J ■ n iW ih ^ i W ■ 



'w^^h iWF* IP M^wif 



ft. PAYMENT METHOD tRIWn oiily on* cHrie) 

O Vt&A O MASTER 

CARD 

GBEOlfCAfiODATE 



?EES AHE NOT REFUNDABLE 



CHECK 




BXpmtmnn dat€ 





SIQKAtiJBE OF CARD HOtflER 



*0- CfiRTJFJCATlQH FOR FE£ EXEMPTION (FlfWn CJirie) 

O HLL-1N CfRCCH II* APPilCANrNAJ^SD H6BEON 13 A J=E0Ea«, SIATE, OR LOCAL GOVEflftf4ENTOPEflATa3 
HOaPHAl. IfiSTTTUTlON, Ofl OFHC/Al»T*iff mdAislsnatl hsmb^ oeilJ/is* th*l Uifi appltettftl flumed hewon Ifl a 
tttdeml alaffc, or fatal 3a WMnmJttnl opemltd unstylftBl tstt or fustmrdiej, flniJ « oitemFi fRim pff/mffnl of ib& 
appllea&ai} Ian, 

SieNftlDBE OP CEHTlFViNQ OFFICIAL lDUj*r Utan P|>p?Jc*J^ * 



MNTOR*WEi*AME DF CEftTIFYlNB OFPC1AL 



£*T£ 



PfliMT Ofl tYP? TITLE OF CEHTIFYING DFRDjAL 




MAKE A COPY FOR YOUR HECOROB. 



BHTUFIW COMPLETED APPLICATION 
WITH FHE IN ATTACHED ENVELOPE 



MAKE CHECK PAYABLE TO: 

DRUG ENFORCEMENT AOMlNl&TMTiON 

* 

UNITED STATES DEPARTMENT OF JUSTICE 
DBUG ENFORCEMENT ADMiNiSTHAHON 
CENTRAL STATION 
P.O. SOX 28003 
WASHINGTON. OJD. 2OO30-BO83 

ForinformallDn, call 1 {800)852-3539 

See * J p[|vacy Acf Inform&Uon on last pEge oj 

application, 



» 
4 



> 
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MRy EB E0SB 17:44 FR DER REGISTRATION 




TO 830H3B74946 



F.H4/29 



\^y 



Import Registration Information 

fi i iiiii*i^iiiiiii --in i i i— ^jfi i i ■ in ^^m i»^ nh^^i M^^muii_mj__ 




Material : Dronabinol, Schedules, Code #7369 



Foreign Port of Exportation: 

"'" ' rTT i f-n - ii - i - • nan, i.i - I t i.:__Mr ... i _ 



Point of faaportHtion : ftew York 



Supplier of Material 

wiaff n ii w i^ " *j am¥ miii Kw*mittH#mmi&™**l* *i m M¥m*tm hfiii*-* 



Amount of Material : Initial amount; 9 kg ; Annual amount 35 kg/year 




Transportt 




via overland common carrier 




Security and Record Keeping: IwOl be involved with the 

seggi^^djgrapd keeping for the material The material will ship to^^^^^^H 

| facility. The building is equipped with an alarmed vault, alarmed 
DEA cage, and security card access, In addition, fhe whole warehouse area is a restricted 
acoess area with only certain employees having access to the area. 

Material will bs used for : Product Development 



A.R. 94 



/i&ec^Lri-^de •^- •'■& 
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KGY Z$ ZBBB i?:A5 FR DEA REGISTRATION 




TO B£B£307494B 



F.35/-H9 



'W 



■* * 



Import Reg is tration Information - continued 




Material : Zolpidem, Schedule 4, Code #2783 



Forei gn Port of Exportation: 

1 ' " "" ' 1^^*" "' T"^*mb~' — ' MM^fr ^^— i ' "h - *" 



Point oflmportatiott: New York 



Snpplier of Material: 



*SEEJ 




Amount of Material : Initial amount: 18 kg ; Anmial amount 70 kg/year 



Transport to 




viB overland common carrier 




Security and Record Keeping: iwill be involved with the 

security and record keeping for the material. The material will ship tc^^^^^^^J 

tcility. The btulding is equipped with an alaimed vaults alaxrned 
DEA cage, and security card access. In addition, the whole warehouse area is a restricted 
access area with only certain employees having access to the area. 

Material will be used for : Product Development 



A.R. 95 
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TO BE0EG07494S 



P.26/S9 



w 



Import Re^stration Inforntflfion - con tinued 



Material: Zaleplon* Schedule 4, Code #2781 

Foreign Pc i I II pin | ii ^^^^^^B 

Point of Importation : New York 



Supplier of Material : 





Amount of Material : Initial amount;84 kg : Annual amount 335 kg/year 

-l ii Tn iili Tn iil Ii ' ' Ill M ill ■■iili rt iifc^|||pp|....p .. I .... P ... II ....L »^"« ^ -■-■ * W W ^^JJJJJ f ^^ ^^ * ** * *' ' ' m r *^ "^ ^^ ^iCv* J ■■■ 



Transport t 

■ l.il.— ■■ m . 1 II ^H.W— . ■ - j 




via overland common carrier 




Security an d Record Keep ing: ^^^^^^M^ill be involved with the 
security and record keeping for the material. The material will ship io^^^^^^| 

pcility. The building is equipped with an alarmed vault, alarmed 
DEA cage, and security card access. In addition, the whole warehouse area is a restricted 
access area with only certain employees having access to the area. 

Material will be nsed for ; Product Development 



,&. R * Bo 
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06/ia /86 HON IS; 24 FAX 

- ■ llll 'I I Tni TTTTTI TTTT I ' '** nta*lrtita«lil* ■ I 



DIVERSION 



®0G2 



■., w •"* — »»™. 




September 30, 2005 

Mr, lehn Robertson 
DmgEBtfoicement Aditdntfltmlon 
600 A*th Stitjftt, Koom 10224 
PhiladeipMa, PA 19106 

Subject; i^rofiWstfomQcir^^ 
substances - ffcvfead tetter 



I>carMr Robertson; 



4- 



* 




DEAManufceiuW 
Itfigifltralion Number: 




■: 2L .* ' Stances to te added: 



/ •■ 



jt * 



Diatmbfooi 



&tfocduic 

■ II | ^■^■■■■■■■■■MW* I B 

OBIN 



DftA Control tjjggb^ 
7369 



3. Thepa^wiUbetoaddBxo^ 

Controlled Substance for the above maofitmed itgismtttoru 

site to be the designated cenind record 
'ar2ICFit 



4. I |ferequfisiingtetbat! 

location for the ouspany in accoriauce 




Si«oeiftty, 





» * * « 
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PIVBRSION 



BJ003 




September 30, 2005 

Ml John Robertson 
Dni&BnJarcemenr Administration 
600 Aidx Street, Rsom 10224 
Philadelphia, PA 1910S 

Subject; Utter of Request to modify registration to handle additional controlled 
substances-revised letter 



Dear Mr. Hobcnson; 

1 -would like to request to mo&y our regisUaliOJi to handle itefolimring controlled substance* as a 
manufacturer. 



1. Registry hifotmmion: 




DBAMmmfecturer 
Registration Number; 




2. Substances 10 bo added: 

Substance 
DxuuabinoJ 



OHTN 



PEA Control Number 
7369 



3. The piwposc wW be lo add Diondnaol ro cur miumferiiiring site registration cie an approved 
Ocwrrolied Substance for the above mentioned legietjaiioii. 



Sincerely, 




A.R. 98 
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U. S. Department of Justice 

Drug Enforcement Administration 
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Washington, D.C« 20537 



DEC 1 2005 



This is in response to your letter dated September 28, 2005, in which, yon requested the legal 
status of the drug product your company is developing, a generic form of Marino!, under the 
Controlled Substances Act (CSA). You state that the active ingredient, delta-9- 
tetrahydrocannabinol, is obtained from cannabidioi extracted from the marijuana plant, Cannabis 
sativa L> 

At present, the only product formulation containing tetrahydrocannabinols (THC) that is listed in 
a schedule other than schedule I is "dronabinol (synthetic) in sesame oil and encapsulated in a soft 
gelatin bapsule in a United States Food and Drug Administration approved product" S&e 21 CFR 
§ 1308 A 3(g)(1). Thus any drug product containing natural THC (i.e. THC derived from the cannabis 
plant) is a schedule I product. 

Please be advised however, that under the CSA, any interested party may petition DEA to initiate 
proceedings to amend the schedules of controlled substances, as set forth in 21 USC §811 (a) and 21 
CFR §1308.43. 

Sincerely,, , 




Christiiie A. Sannerud, Ph.D.> Chief 
Drug & Chemical Evaluation Section 



cc: New Jersey Division Office 

ODE Subject 

ODE Chron 

ODEQ Strait (4745) 

ODE: SMC 

CCC: DD 



hiiillliPJMJP" 



J^^Hhi 



ODEQ:MJS__:mjs:307-7183:10/06/05, reformatted 11/14/05, 12/01/05 



A.R. 99 
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REPORT OF INVESTIGATION 



Page 1 of 10 



1 , Program Code 



IhWNrt WWWMw m MIBMIMMMMMftl* M ^i^ m M— 'MP» H MMMiHIMPIIW H TW 



I m lHiHilHilHilHilHilrti M ilHilHilHilHHilHill M^HWHWiwwHiiiilliihiMiiiiHii^iiiWMMMMMWMaiWMMlPWBWiMPWPMiaiiii* HHi H h iiiP W IiHHWM H BHiHiiUi 



5. By: D/I Michelle McGregor 




7, Q Closed LJ Requested Action Completed 
il Action Requested By: 



2. Cross 

File 



Related Rtes 



□ 
□ 



3, Rie No, 



ii 1 1 ii I ii fc ii ii ii ii I ii U fcl ill fc i V ii ii 1 1 ii I i l 1 1 1 ii IiIi M HjMjHjii..im 1 

4. G-DEP Identifier 



6. File Title APPROVAL OF APPLICATION 
CLASS E (DER 225) 



G. Date Prepared 
12/20/05 



9. Other Officers: DI John Robertson 



f — | ■ — 1| - - | -- 1 f ■ — | - - 1 1 1 1 m Iiii I nn hu ll il | || tatohm lima mi". — tit~.~. 1 1 .1 1 



h mh I IiiiHi Hi Hi Hi * jiIiHiii 



10. Report Re 




IMPORTER (IE10) 



Control 



^*********ft***ft***ft****ftf***l*******ft**lllllllll|t^ihll 



■ wMM^ m fHiil HiiiiI Hi Hi I 



SYNOPSIS 




, has made application for registration as an 
im porter of the contr olled substances: Zaleplon, Zolpidem and Dronabinol 
On II, Reg istratio n Specialist Maria Heodoza issued D£A 

, for registration as an importer. 




DETAILS 

h » m«m> u mmrmmmmm 



Reference is made to a new application for reg istration as an 
importer of controlled substances submitted b 1 




xon 




as a Manufacturer 
i, expiration date of 



was submit te d and sig n ed by 

^^^^^^| on ^^^^^, ^^| is registerecMj^t^the U. S. Food and Drug 
Administration with registration number | |, (with no 
expiration date) , The 
(Prescriptions) with registration 
June 30, 2006, and the ^^^^^^^^^^^^^^^^^^^^^| as a 
Wholesaler/Distributor, registration X ^^^^^^^^L with an expiration 
date of June 30, 2006 (Attachment #1 &#2)T^^Jis requesting 
registration a^an Importer of Schedule 3M and 4 controlled 
substances. ^^| anticipates importing the following drug codes: 
Dronabinol (7369), Zolpidem (2783) and fcaleplon (27B1) for product 
development* A copy of this application is submitted as attachment 
#3. • 



mmMm* i mmwm* mf m i m* ^^^m*m 



11. Distribution; 

Division 



District 

+ 

Other SARI/ODRR 



HP««4pW 



DEAForm 
(Jul. 1996} 



12, Signature (Agent) 

* 

Michelle McGregor , DI 



i Hi i Hi Ii h ■■ i i ■ *■ n " n " W *i\ iiImiiiIm 



14. Approved (Name and Title) 
Cheryl Brown 
Group Supervisor . 

DEA SENSITIVE 

Drug Enforcement Administration 



This report is the property of the Drug Enforcement Admlnlstratloa 
Neither it nor its contents may be disseminated outside the agency to which loaned. 



wnmmmmmmmammmmmmm mmmmmm 



13* Date 



~i — n — [■■■ 



15. Date 



mmmHmmmmmams 



A.E, 100 



Previous edftion datecj 8/94 may be used. 
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Drug Enforcement Administration 
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REPORT OF INVESTIGATION 

(Continuation) 
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Page 2 of 10 
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S^Program Code 



li'iii|"M*Mih*4h 



♦&* * 



3. 



3, RbTWe APPROVAL OF APPLICATION 
Ct&SS B (DEA 225) 



6. Dale Prepared 
12/20/05 




|, is a manufacturer and importer of 
controlled* substances and non-controlled substances. The firm 
currently holds the following DEA registrations: 



Importer; DEA #| 

Manufacturer; DEA 
(| 

Manufacturer; DEA # 
Distributor; DEA 

(I 



, Expiration: 03/31/2006 

Expiration: 03/31/2006 

I) 



Expiration: 03/31/2006 
Expiration: 03/31/2006 





|, i^a p ublic corporation tra ding on the 
American Stock: Exchange as^J. ^^^^^^^^^^^^^^| is president of 
the firm. Submitted as attachment #<£ is^^^^^^Jorganization 

chart , 



^x 



5. 



6- 



On Septemb er 14, 2005, Diversion Investigator (PI} Michel le McGregor 

with ^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^^B regarding 
the firm's applic ation. DI McGregor reviewed the application process 
with | | and made arrangements for an onsite visit. 



On Septeinbe^27, 2005^DI^Johi^obertsor^n^M^he^^^cGregox met 
with I ^^^^| and^^^^^^^^| at ^^^^^^^^^^^^^^| to 

application for registration as an importer. 

/plans on importing the following controlled 




substances: 




Dronabinol (Schedule 3N 



in bulk form, from ^^^^^^ located in 
T he foreign port of exportation will 
be ^^^^^^^|^^^^^^^^^^| and the point of importation will 
be Kew York, The imported material will be transported via 
overland common carrier- The initial shipment will contain 9kg 
and the estimated annual amoun^jpuld be 35kg, Upon receiving 
the controlled substances ^^^^^ will transfer the products to 
its manufacturing registration* The dronabinol will be 



nriiTfifiiiiini r i.bmii 



■MHMIIIIMMMl 



DEA Form - 6a 
(Jul, 1996) 
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DEA SENSITIVE 

Drug Enforcement Administration 

This report is the property of the Drug Enforcement Administration, 
Neither tt nor its contents may be disseminated outside the agency to which loaned. 



feaaaaaaaaa q va|a|alHiiaaaB 



A.R. 101 



Previous edition dated a/34 may be uses, 
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1. File No, 



REPORT OF INVESTIGATION 

(Continuation) 
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Page 3 of 10 
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5,-Program Code 



"I* * rtfU^w*,^*™^! 



m — i i i i "-~ -^ *w*^i^»tii<* wu rfw w — .t.~it: 



a. G-DEP identifier 



aRIeTftle APPROVAL OF APPLICATION 
CLASS B (DEA 225) 



6* Dote Prepared 
12/20/05 



*.ii.^m^Mi-ii.ii.i ■■— .^^ . iiiirliTT.iTtY:. — "f 1~ " ~" — ' — ~~"". i . .r r. 



manufactured into soft gel capsules; 2.5m< 
packaged into 100 counts bottles under 



5mg a nd 15mg then 
company label* 




Zolpidem (Schedule 4} , £rom| |, located in 

The foreign port of exportation will be 
and the point of importation will be New York. The 
imported material fed 11 be transported via overland common 
carrier. The initial shipment will contain 18 kg in raw materia l 
and the estimated annual amount will be 7 0kg. 

^^|, upon receiving the Zolpidem will transfer the products to 
its manufacturing registration. The Zolpidem will be 
manufactured into tablets , strength; 5mg and lOmg, for 100 count 
bottles and packaged under ^^^|^^H company label, 

Za leplon (Schedule 4 ) , from ^^^^^^^^^^^^^^^^^^H ' located 
in^^^^^^^^^^^|. The foreign port of exportation will be 
^^^^^^^^^^^|and the point of importation will be New York* 
The imported material will be transported via overland common 
carrier. The initial shipment will contain B4kg, fine powder, 
in drums , and the estimated annual amount will be 335kg* 
^^^^^^^^^^^^^^^| r upon receiving the Zaleplon will transfer 
the product to its manufacturing registration for dosage 
manufacturing. The zaleplon will be manufactured into dosage 
units o^Sm^or lOmg capsules per 100 count bottles and packaged 
under ^^^fl^^l company label * 



7. 



B. 




, f will transfer the imported products to its 
manufacturing registration, by using invoices and an inte rnal 
(computerized) accountability /tracking system* A list of 
foreign suppliers is submitted as attachment #5. 





at the 





r employs approximately | full time employees 
site* The firm's business hours are from ^^^^H to 

and 



on 





r facility is locatec^n a light industrial 

area of ^^^^^^^^|» The facility isa^^Hsquare feet, single 
story r concrete and metal building, ^^^^^^^^M stated that the 




nMptiH^^d^^^^^ 
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DEA SENSITIVE 
Drug Enforcement Administration 

Tht3 report is the property of the Drug Enforcement Administration. 

Neither It nor Its contents may be disseminated outside the agency to which loaned. 



A.&, 102 



Previous edition dated 8/94 may be used. 
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Drag Enforcement Administration 
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(Continuation) 
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2* g-dep mm& 
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3. File Tilts APPROVAL OF APPLICATION 
CLASS B {DBA 225) 



5 t Program Code 



9. 



10. 



*M 



6, Date Prepared 
12/20/05 



'" ~*~"T..y 



| square feet building consists of | | square feet of 
administrative offices and the remaining ^^^^| square feet is used 
fo r manufactu ring/packaging activities. Submitted as attachment #6 
is ^^^^^^H floor plan. Public access to the facility is through a 
single front door and into an enclosed vestibule. The front door is 
equipped with a magnetic contact alarm, and is armed at all times. 
Employee access requires a personalized magnetic card and the use of 
a coded key punch located at the front door. All visitors must sign 
in to the facility and are escorted by an employee of the firm 
whenever visiting the site. 



The manufacturing area of the ^^^^^ facility is divided internally 
into two main parts, manufacturing/packaging and a warehouse area 
used specifically for shipping and receiving. There are two man 
doors and two overhead doors that connect the shipping/receiving 
warehouse and the manufacturing /packaging areas. These doors have 
restricted access and are accessed only by individuals with 
authorized magnetic swipe cards* >The doors remain locked at all 
times when not transferring controlled substances from manufacturing 
to shipping /receiving. The shipping/receiving warehouse has three 
external overhead doors and one man-door. The overhead doors are 
equipped with latch looks and magnetic contact alarms* The external 
man-door has a magnetic contact alarm and is accessed by use of a 
personalized card sweep reader. 

The controlled substance cage which will be used to store the 
imported controlled substances is located on the north wall of the 
warehouse. The controlled substance cage is 37' 9"x64' 6"xl7' 6" high, 
and is constructed of number 10 gauge woven steel wire mesh. All 
posts and framing connections are bolted, pinned and brazed. The 
cage door is self closing and self locking and is equipped with a 
magnetic alarm contact switch- The cage door has a key lock and key 
pad for arming the cage. The controlled substance cage has four 
motion detectors located in each corner of the cage. The motion 
detectors provide 100% coverage of the cage area. Inside the cage 
there's also a digital recording camera with the capability to store 
up to 21 days of coverage and produce a digital read out. A DEA log 
book is signed upon entering the cage. 



wmmmnmmmmmiimii 
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DEA Form 
(Jul 1996) 



-6a 



DEA SENSlTtVH 
Orua Enforcement Administration 

This report is the property of the Drug Enforcement Admtaistmttaru 
Neither it nor Hs contents may be disseminated outside the agency to which loaned. 

Previous edition dated B/94 may be used. 
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1. File No. 
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2, G-DEP Identifier 



3. «e T^te APPROVAL OF APPLICATION 
CLASS B (DEK 225) 



5/ Program Code 



6. Date Prepared 
12/20/05 



MMriilN.MjM qa 



Hill — !■■■ 



11 





12 



also has a controlled substance vault, which will be used if 
decides to import schedule II controlled substances in the future. 
The vault is located inside of the cage and measures 21'x34 r 6"xl5' 6" 
high. The vault door has a ILL, Class M rating equal to, and 
exceeding the construction requirements as outlined in CFR, 
1301.72(3) for penetration and forced entry, CFR, 1301.72(3)11, for 
30 man-minutes against surreptitious entry, 20 man-hours against lock 
manipulation, and 20 man-hours against radiological* techniques are 
covered by the vault door combination lock, U.L. listed Group ,1A 
electronic locks are used on the vault door. The vault is alsd 
equipped with an interior audible alarm* There are no motion 
detectors in the vault. The vault door is armed with magnetic | 
contact alarm switches. Access to either the cage or the vault can 
only be gained' by authorized employees who , are escorted by 




is notified of the 

. v location wit hin the facili ty* If the alarm is received after 
business hours the ^^^^^^^^| Police Department is notifi ed to 
respond to the alarm. Police response time to the ^^^^^H site is 
less than 5 minutes. 



13. D/Is Robertson and McGregor tested the alarm system and found it to 
be fully functional* Alarms tested included the controlled 
substances cage door, cage motion detectors f and the controlled 
substance vault door. lUf^ operator 
confirmed the activations. 




JL *i, . 



^^^^^^^^ has overall responsibility for record keeping and 
security at the facility. The firm's established procedures for the 
handling of controlled substances with. investigators were reviewed. 
The procedures j as outlined, for the receipt, storage, importing, 
security, record keeping, and destruction of controlled substances 
were found to be consistent with DEA rules and regulations for the 
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Z, G-DEP Identifier 



-* — > n 



3. Hie Title APPROVAL OF APPLICATION 
CLASS B IDEA 225) 



6, Program Coda 



6. Date Prepared 
12/20/05 









handling of controlled substances, 
contracts with 




Based on the above information it is recommended that the applica tion 
for registration as an importer submitted by the ^^^^^^^^^^^| 
r be approved . 

f Registration Specialist Maria Mendoza issued 




On 

DBA # 





ATTACHMENTS 



■MMMMMMMMKHMMMMH 



1. 

2. 

3. 
4. 

8. 




DEA-225, 




Certificate of Licensure (Wholesale/Distributor) 
Certificate of Licensure (Prescription) 
Application for Registration 
organization chart 
Import Registration Information 
floor plan 

employees with controlled substances access 
drug destruction company 
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At:| 




Closed LJ Requested Action Completed 
D Action Requested By: 



2, Cross 
Rie 



□ 
□ 



Page 1 of 2 



Ra fated Hies 



9. Other Officers: 




4, G-DEP Identifier 



iih m >i*i>+**rHfc»fcT*il T**M*«****M*^lllhMMMMMMHMPqhj«^H-« 



a Rle Title MODIFICATION OF REGISTRATION 



8. Date Prepared 
12/21/05 



Hi m * HiHil HiHiiI ii 



mk- m - m - m - m - m w^m^t m ^^Mti,i Hi h iHiiiiI M I whh h w miwi H u HiiiiIi W 



10. Report Re: 



DEA «■ 



| # REQOEST FOR ADDITIONAL DRUG CODE (MR00) 



~"^^"" i"ii " ili " ii " ii " ii " ilililili " ii " i n" i " ili T' il.i.iMi.i.in n p M Biiii . i . ■■ 



DETAILS 



1. 



2. 



Reference is made to a letter (attachment 1) f dat ed 9-30-05 from 

^^^^^^^^^^^^^^_ for 
, DEA #^^^^^H (Manufacturing) , 

| has requested the addition of 
Schedule 1 1 IN Dronabinol/ (Drug Code #7369), to their registration. 







stated that ^^H is adding Dronabinol to their 
manufacturing registration in order for both of their manufacturing 
sites to be approved for the same list of drug codes. 




will obtai n the Drona binol (bulk) from their importer 
registration (DEA #^^^^^^H) &nd convert it into soft-gel capsule; 
2,5mg, 5mg and 15mg per 100 count bottles 



4, 



On | |, Registration Technician Maria Mendoza added 

Dronabinol , drug code #7369 to DEA 




P*^****Ti*f************«Fm***************l|HvHM***4*^^ 



*1* * 




letter dated 9/30/05 
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12. Signature (Agent) 

Michelle McGregor, DI 



14. Approved (Mama and Tide) 
Cheryl Brown 
Group Supervisor 
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15. Date 
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Memorandum 



KS 



TO 82023074S46 



p. 05/29 



•~nnnnnnnnnnnriin.i»» - iiii|WMi— ifcjii ■■ 



^Mj-.-.J^ 




^aSSE^ 







■iinirn i iinw.i.i 



■ !■ him Hi^tliWuilfct 



Subject 



^*^*^™™*****' ,, **™*" ,,, ' ,,, **«"""""""i**>^iiii™i*«* 



Registrati on Record Modifica tions 
DEA Number 




^ Mmm /^t^tmm^^ m ^^trMMnHMIMMI^t/r mtM 



To Diversion Group Supervisors 
Field Registration Assistants 



■ifclMPMHMtMMWtoHttotiHftHP^ 



*^***-**<MMM****^— — — MMm II I ■ ■MHMM W M WW4twWWHW ^^ 



Date 



JUL 2 2005 



(■MMAnMMMMtaiiiiiiMkiiiqllllllltaHit^ 




From Registration Unit 

ADAMS, Brenda 



ODRR 



Take action as requested for the reason (s) checked below 



I 3 



[ } 



t 1 



t 1 



t J 



* 



t ] 



"XES* TO A X.XABILXEY QUESTZON (Code A) 

The applicant has, answered "YES n to a liability question on the 
attached application* The field office will complete the 
approval /disapproval process. 

,! 2ES" TO A LX&BXX»m QUESTION (Coda K) 

The registrant has answered "Yes" to a liability question on the 
attached application. ODRR will remove the Administrative Code K 
and complete the action as requested. Return this form to ODRR, 

NAME/ADDRESS CHANGE OK A RENEfcAX. APPLXCAXIOtt 

ODER will remove the Administrative Code and complete action as 
requested. Return this form to ODRR. • ■ . . 



NAME /ADDRESS CHANGE KEQUES!££D BX XffiPEER 

The field office will input the necessary modifications. 
send ODRR a copy. 



No need to 



MXD-LEVEI* PRACTITIONER APPfcXCATION (234) 

The field office will complete the approval /disapproval process. 

22B &SD/QR 363*APPLXCA37XOH 

The field office will complete the approval /disapproval process. 

SCHEU5UI.fi/DKUG CODE CHANGE 

The field office will input the necessary modifications. No need 
to send ODRR a copy. The following change {s} in schedule (s) and/or 
drug code(s) have been requested. 



II ^Ti ******* 



uVUHHWH^nMi«# 



TMiMliiTnMilifi.i.lllll I t 



I J NADDXS 

Retutn this form to ODRR 

it 

FORM DEA-589 (5^2) Pmvhus editions art obsolete 



A.R. 108 



Aft ,/.,r. i < 
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TO BEQE3074B4B 



P.BS/29 



nQ0mmfi*memmm**mn**ii $n m , , 



■frB^,*^*tMMWHHMBlMwrrrrrrHa^*****^*M 



v^x 



[ ] AmtNISSRATION CODE 

k- P ^ 

Removal /retention of cade is requested - Return this form to *OPRR/ 

[ J PROTOCOLS 

Enclosed are protocols listed on the attached sheet which have been 
submitted to the Food and Drug Administration (FDA) as a part of an 
applications for registration as a Researcher of controlled 
substances in Schedule 1. Return this form to ODRR. 



[ ] OtfBER 



"" ■ "■ i n — VuaujH 



, The following section is to be filled out by DEA field office; 



X>4 Approved 



[ ] Disapproved 



Remarks: * 



~t p f- iiiwiii«iii^ i h^i-iim ' ' ' i rtrt i rt m i ii ii 1 1 ' 



■'^^■iJMWi^P^ifciiiil^lWW «lii|^i.u'fcwi^fcpti._iM^pjpjp|jj 



— ■■* — - I P JW i W -W 4 I 



Signature 




^■^■■■--■Mfcw^^fri-fa-fwHrti H Hfttt H WWJ^fc^Mp—— ——■*«* ■ iiiIiiiwwpj^ii 



/2.~Z7~<3£' 
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DatB 



DATE: 

INITIAL: 



■ la mm mmimaww^ ■ 



A,R* 109 



FORM D6A-58S [5-02) 



Case 1 :06-cv-00966-CKK Document 46 Filed 06/13/2006 Page 11k9fcl 1 iio 



MAY-10-2006 16? 5B 



P, 02 



^MMHWaaww|9«lpi«HB 



turn 



-" — T T— . "1 ...'', 



«** 



APPLICATION PPH PERMITTO IMPORT CONTROLLED SUBSTANCES 
FOB DOMESTIC AND/OR SCIEHTIHC PURPOSES 
PttffSUANTTD SECTIDK 1002, TTOE EH RL01*Btt 



OMB APPROVAL 
No, 1117 -0013 



•■•f^HHMPIPHiw^"""* 



See revenxj tar Prtuacy Act 



«*■ 



•HMtWMBlHB 



TO* DRUG ENFORCKWEENX AUMOtmStTRAtlON 
INTOBN ATXOKAL DMIG UNTT (OBOI) 
WASHINGTON, D*C* 20537 



«V***H****t***M***^MM< 



SSb 



Feb 2S, £006 



IMPORTER'S APPLICATION NUMBER 




1 > NAME OP FOREK3N EXPOflJTEH 



Applkaftro b feercby mode pursuant to the pvvwim af Ifce ConiniM Sobifcmcea Import a»d Export 
Art gaj ths r^guUtioaS pteteribed tfacrettadcr far g permit to import as fellows: 




I!*!*!*!*!***!** 



... - ■„;. ■■„„ - ■ i m 



a FOREiaN PORT OP EXPORTATION 




I rf^Mr****** 



& AD0BB33 OF PDRBON EXPORTER 




4, POHT OP ENTBY (OS. Cuaaww pon W^Wftefilpmonl 
tfEW yORKyOFK 



&0L NAME AND QUANTITY OF DftUG PAEWlAnaN 
TO BE IMPORTED (Efflar vmm es chwi on latwto; 
numbers end dzas d pactaps; ttranuih, CSA Drug 
Coda* 0/)d NDC NumbSH?) 



^— tjmnni i |i^n mi i 



Dronabinol 2.5mg capsrules in Sesame 

Oil 

2 Bags X 200 Cape 

CSA Drug Cods; 7369 

WDC# 0527 r 14SO-01 



DronabinoX Smg Capsules in 3esatae 

Oil 

2 Bags x 200 Caps 

CSA Drug Cadfci 7369 
m?C# D527-1451-0X 



Dronabinol lOmg Cap soles in Sesame 
Oil 

2 Bags x 200 Cape 

CSA Drug Code: 7369 * 
NDC# 0527-1452-01 



_i^_^i_ i_LU-j. i> " ii N i n i T i innmmnnnnn~ 



a. latest dote shipmentwol" 

LEAVE FOftEISN PORT 
Mar 16 r 2006 



6b. COWTFOULED SUBSTANCE CXJNTHKT OF DRUO 
OH PRBVWttlON ID BElMPOffTED axpttKiwHJ *a 
Rcjrf, bme orafcaiofd (Erttor nam* of controlled 
rctuttroa eonfcrinsd fct Hw tyug; csntpswid, or 
ptti paraxon) 



***W^****A*MP*M#*m 



mmmmmmm i*** 1 "^' 



2 X 20OCaps * 400CapB X ,0025gm/X 
cap x l » l gm/baee 



2 X 200CapB - 400C&PB X # 005Ggm/l 
Cap X 1 ™ 2 gm/baaa 



^ til i ii W rtl n' i ' ilH 



6^ OflTE IMPORTED AND ACTUAL 
OUANTTT 
mg&trsrtt 

DEA p^Mrr Ho: 



OUANTTTY (Compfeted b£ 



2 X 200Capa « 400Caps X »010gm/l 
Cap k l ■ 4 gm/base 

Total* 7 gin/bass 



. 




i i h m H M fciilifcililHHHHiHHHHHHWJ H 



7CL ASSIGNED QUOTA PORTHIS 
YEAR 

K/A 



7b.iO»L KG. AUTHOfDZEDON 
PERMITS THIS YEAH 

N/A 



7c KQ OF 7fc IMTORIED TO 
DATE 



7d. STOCK 0« HANO & DATE 



-riF^Ufe9TANCfe(S) WIlTBE (MPOftlH) POR SCiENTiPlC PURPOSES OlJb; PLEASE COMPLHt^: 

I tePtty ccnify tee tbwvc cotmtilkd robxtftocca mt fmpDncd exduwfrfy for tctalfifc p?pc»o» punwit fa> 2t CFK 1312.1 3{»)[4) (*ws r^vxrta), tw followar 

Internal Analytical Method Devolopment and 
Validation 




*!■ H I 



^PHIwwMf* 



iHilH H IHilhlHiIMM Hiihiiiil w 



NAME OP IMPORTER 



^ 1^ II ■ll MM lllll M l M MlMrM ■^■■■1I]__|. J 



%**«A****t**«*wivi4fM* 



iMPOnfTHR*STELEPHOWE NO* 



DEA REGI5TBATIDN NO, 




ADDRESS OF IMPORTER 



fMrMHfMuumi%Mly. 



u ■■■ Hi i fc i Hi Hi 1 1 Hi 1 1 Hi Hi Hi I HHih i HiMi^ll 1 1 ^H" 




, NOTICE : CtmtroUea Solwttttictg mny not be Imparted by mail or parcel poet 

DEAUBE APPROVED IMPOFTT PERMFT NUMBER 

ONLY 



DATE IMPORT PERMFT NUMBER IS3UED 



I ' ' H || »t 



fL • *tw » JL JL v 
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■fe 



'ft 








^.& 



« M*RC«L^-200ff. 



*C4 



.^:;sEg^|a^?^;\, ;a 




V* 



i ij t~ tt rm iirt' t H"mni 



s? i> AMI 5 



PORT.OlFiMPOfift. 




WTfll 



**p 




f."''T " , 



Imported hetftby pSfnliiflrf unfcr tffe'B^S^^^I^ii^&J'atJS 



.'V 



i »#* ^ 







" J ^rf^:^#W 




x*. 






*r_f\ 



►> 



*«S 





1 u 



- '*./ 






imported TrSriib p6rt%« 







■v 




b 4ft.**t 






PkdC 






**'». 


















■*. 






-K 





> — 



•*■! 



QUlNTUPtiCATE^- FOR TW^iwpntrTFP 



T m*iA* 



1 1 h 1 1 M I ■ 1 1 1 ■ 1 1 1 1 1 ^ i T l I f I M 1 1 1 M 1 1 1 1 M 1 1 M 

on : 



dCX » JTl» • JUfXr JL 
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MPlY--iB-20B6 10: 59 

wBininmTTpifriininiir^^ 

US, D*parsm«mi*Ju5i]a^DnJ3E^ 
APPLICATION r>OH PEfiMlTTO IMPORT CONTROLLED SUBSTANCES 
FOR DOMESTIC AND/OH SCIENTIFIC PUHPOSHS 

t PUfcSUAin'TOSECrnONSOI^tniEJB.ftl^W* 

HMMHAlHHIjj(lllllHfMIIIMM ^^ 



IWtfmm MBMmi— nE^ M^^WBSfc 



TO; BKUG ENFOKCEItfENT A»MIIttSTfcA3CK>N 
INTEHNATIONAX DKUG SJNIX (OJDOI) 
WASHINGTON, B.C. 50537 



F,03 



OMB APPROVAL 
Ncl1117*0&13 



&eaj mvertto tor Priuacy Aa 



OtfTE 

Apr 18, 2006 



IMPORTER'S APPLICATION NUU&KK 




Application is tterefcy mule panttftnt to th$ grevi*ioit» of tfia Controlled Substances Import tmd Export 
Act and tfo itt&As&mi* proscribed thamimdcr for a permit to import bj follow 



1. WAMM of F6A&I&W exPfcamH 




£L ADDRESS OF FOREIGN EXPORTER 




3. FOREIGN PORT OF eXPOHflWnGN 




**—^*^ —■■■■■«!, I I in Mf— I iii,,a i 



NEW YORK/ JFK 



& LATEST DfiTE SHIPMENT WILL 
LEAVE FOBEK3N POfiTT 

May B, 2Q06 



6a, N/WE AND OlWtfnrY OF DRUG FBBttftAnoN 
TO BE IMPORTED {EntarnafBiraa ft* ttivm on labels; 
nsanbas and iraa of pad-aipss; eteongth* DEA Dtua 
Coda, and NUC NumboiJ 



eh. comraitsi auBHWNCH content of dfhjg 

OR PfEERUWIONTO BE IMPOmHD mpnawd as 
edd, bew> or alkaloid (Brim narna of «an&DBad 
substoaw oonJJUMd ft th» ffavm compound* or 



I Be DATE IMPORTED AND ACTUAL 
QUANTITY tCwnptatf ty 

DfeAPEFUWrr«a: 



DROHABIHOX* 2 . SHG CAFStJLES .Oft BfcBAME 

OIL 

1 X 175 ,' 000 CAPS 

CSA DRUG CODE i 7369 

HDC# O527~14BO-0l 4 



X X 175,000 CAPO ■* 175,000 CAPS 
X f 0025GM/l CAP X I *- 437.5 
OH/BASE 



DKCHABINOIi 5MG CAPSHI*E3 IN SESAMB 

OXI* 

1 x 175,000 CAPB 

CSA ORUG CODS i 7365 

NDC# 0527-1451-01 



DHOBABINOti 1DMG CAPSULES It* SBSAMK 

OH* 

1 X 175,000 CAPE 

C3A DKOG CODE: 73GB 

WPC# 0527-1452-01 



1 X 175,000 CAPS * 175 , 000 CAPS 
X .0050GM/1 CAP X 2 t> B7B GM/BABE 




1 X 175,000 CAPS * 175,000 CAPS 
X .010GK/1 CAP X 1 a 1750 GM/BASE 

+ 



7au ASSIGNED QUOIA FQftTHJS 
VEAfl 

N/A 






— ■ — — — -h ■ ■ ■ ■ ■■■ I 1 1-i III 

7kTD2£LK8. AUTHORIZED ON 
PER WTT3 THIS VEAR 

IT/A 



I I I ««M— iM^j j^,^— I n ■i m . n u. m ii 

7C.KQ OF 7U IMPORTED TO 
DATS 

W/A 



7tl STIDCK ON KAKQ & DOTE 
K/A 



B, tF BUBgTAWGE<5) WtLL BE IMk iHlhU toU 3CtB^TIRCPU RFC^^ ONLY, Pl^ASE C<3Mt>LHT^ 

r bqpfay cefflty ito «W cxwtrolkJ wtbitmctiB mm topwmd «xclmt«fr for Kdauttk pwtp ofte^ pmiagat m 21 CPR X3 t2>13(i>XJ) fwc m ^frtwL a foMawii 
BIOSOTDV/SOBMIS^XOU BATCHES FOU AUDA APPROVAL 



'^^^**WiiIi*iIi*i**i h#* *l ihlWi^^HW^*—JiiMllH^ 



■ haliWiH u iliHi 




t^tmnmmmmmmmumtt^ 



DEAU3E 
OHL Y 



NOTICE £ CootroUeH Substtmces mity not btT5B5r!5ffiv 



APPftOVEO IMPOnrT FtRMJT kumer 



OATS IMPORT PCRPdlt NUMBER ISSUED 



>**^ fc*^^^—!—! .im w i ii m 



A*R. 112 
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Date: May 9, 200B 




Mr. Brian Bayley 

United States Department of Justice 
Drug Enforcement Administration 
2401 Jefferson Davis Highway 
Alexandria, VA 22301 

Dear Brian: 

Per our phone discussion yesterday the following is a sequence of events for which I 
am requesting your intervention. 



On^^^^^^^^^^^ubmitted an application for registration under 
controlled substances act of 1970 for a Schedule INN and IV for controlled 
substances. Included was the drug code number CSA 7369, which is assigned 
to Dronabinol (synthetic) in sesame oil and encapsulated in a soft gelatin 
capsule. 



m 




OnJuly 6, 2005, representatives of| 

^^|met with Ann Carter and John Robertson at the DEA Office in 
Philadelphia* The purpose of this meeting was to inform the local office of oui; 
plans forth^rian^tfure and/or marketing of new controlled substance finished 
goods. ^^^^^| recalls specifically discussing Dronabinol soft gel capsules 
2 1 5mg i _5rna and 10mg finished goods and asking if there would be any issues. 

norther recalls Mr. Robertson of DEA stating that while the DEA lists 
the soft gel capsules as a Clli, we would need to advise the DEA each time we 
imported it He advised that DEA treated this drug similarly 'to drugs that have ■ 
quotas assigned in that post approval by FDA of our Abbreviated New Drug 
Application (ANDA) we would need to constantly show we had customer orders 
for the capsules being imported. 

The Drug Enforcement Ag ency's import /E xport Unit did issue an import permit 
DEA registration certif icateH^^^H on^^^H. 



On ^^^^^^HH<^^^1 applied for a permit to import controlled 
substances for domestic and/or scientific purposes (form 357) for 40D capsules 
Dronabinol 2.5 mg capsules in sesame oil, 400 capsules 5 mg in sesame oil and 
400 capsules 10 mg in sesame oiL The Drug Enforcement Administration issued 
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Ito import on ^^^^^^H with an expiration- date of 
fallowing these quantities to be imp ortadJrgm| 

This Dronobinal was imported and received by^^Hin^^^^^on April 

24, 2006, 

* On April 1 8, 2006,^^H made an application for a permit to import controlled 
substances for domestic and/or scientific purposes (form 357) for 175 f 0Q0 
capsules of each Dronabinal dosage form listed above for the stated purpose of 
packaging the biostudy batch and submission batches for ANDA approval 
These capsules are prepared and awaiting our instructions. These are sensitive 
materials that need to be packaged quickly. Any delay will be viewed by FDA 
negatively, 

• On May 5, 2006, Stephen Via, Acting Chief of ODEI along with Matt Strait and 
Michael tyioriey from ODE1 contacted ^^^^^H to inform^ import 
permit application of April 18, 2006 was being cancelled, ^^^^^|was 
informed that 21 CFR 1308 .13 (g) requires Dronabinol to be an FDA approved 

" product. ^^^^^| was further informed that Dronabinol would need to be 
imported as Schedule I controlled substance and not an IHN, 
stated to Mr Via that the DEA ODEI did issue permit n&^H on| 
to bring in samples of 400 capsules of each dosage for Dronabinol. Mr. Via 
stated that it had been a mistake for the DEA to issue that permit- 
It is difficult to understand why Dronobind, a formulated processed product in sesame 
oil and encapsulated in a soft gelatin capsule, could be reclassified to a schedul^Mmg 
per 21 CFR 1 308.1 1 (d) following the issuing of an import permit by the DEA, ^^H 
has in the past imported unapproved generic versions of approved FDA products for 
research and development purposes, in these instances, ^^■has committed in 
writing that theywou d not market or distribute the unapproved product and has taken 
measures to prevent diversion of such unapproved products. 





|wishes to point out that 21 CFR, Section 1 308*1 3 (g) (1 ) is used to define a 
CHIN drug and the FDA approval refers to there being a product on the U.S . Market in 
the particular dosage form, in order to get generic drug approval from FDA ^^^B is 
seeking to import an unapproved generic versi on of the approved FDA branded product, 
Marino! (the reference listed drug)- in order for^^Hto obtain approval to market its 
Dronabinol in the US f it must package and bottle the drug at its facilities, conduct 
stability tests and show bioequivalence with the reference listed drug, Marinol in 
biostudies, Then it must assemble information from this testing and submit an ANDA. 
The dr ug product in its packaged and bottled form needs to available for inspection by 
FDA at ^^^H premises. 

We believe that FDA approval has no relevance to whether or not a drug is a schedule 
or what schedule it should be. Diversion is what drives these designations. 




fOuic^DenDrepared to provide whatever documentation is necessary to convince 
the DEA that^HHJhas adequate safeguards in place against diversion of the 
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Dronabinol that we seek to import for research and development work in order to file an 
ANDA application. Furthermore, following your logic, if the NDA holder of the approved 
Dronabinol product, Marinol, elected to withdraw their NDA, would their product 
suddenly become an unscheduled drug. 




(believes that the Dronabinol that it seeks to import under a schedule CHIN 

permit should be allowed by the DEA and any other interpretation of the regulations is in 
error. 

Thank you for your assistance in this matter, Please don't hesitate to contact me if you 
should need additional information or wish to discuss further. 



Sincerely, 
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Date: May 10, 2006 




Via facsimile 
Mr Brian Bayley, Esq* 
United States Department of Justice 
Drug Enforcement Administration 
2401 Jefferson Davis Highway 
Alexandria VA 22301 

Dear Brian: 

Following up on my conversation DEA should note that paragraph 8 of the 
Application for Permit to Import Controlled Substances for Domestic and/or 
Scientific Purposes requires the applicant to indicate whether the controlled 
substances will be used only for scientific purposes and, if so t to so certify, Thus, 
the Form itself contemplates the importation of unapproved drugs for scientific 
purposes, such as for conducting tests to obtain FDA approval for a generic 
version. In other words, the DEA Form Is consistent with an interpretation of 
Schedule 3N as referring to unapproved Dronabinol. 

t apologize for not including this in my letter yesterday. 
Kind Regards, 





fl£ 



c. 









(2^4 ik^Jk (tqA 



Case 1 :06-cv-00966-CKK Document 46 Filed 06/13/2006 Page 1 1^ofe11^ l7 




U, S. Department of Justice 

Drug Enforcement Administration 



^m MM W 



www.dea.gov 




Washington, D.C. 20537 

JUN 1 2 2006 



The application of ^^^^^^^^^^^^^^^^^^^^dated^^^^^^Jfor an import 
permit to import dronabinol is denied. The decision to deny the application for an import permit was 
made on May 5, 2006 and communicated to^^^^^^^^Bby telephone on May 5, 2006. 
Although the final agency action by the Drug Enforcement Administration (DEA) occurred on May 
5, 2006, this letter provides ^^^J with written notice of the basis for the denial and explains 
| procedural rights. 




The basis for this denial is that^^^|is seeking to import the schedule I controlled 
substance dronabinol (an isomer of tetrahydrocannabino l) without p ossessing a DEA registration 
authorizing the importation of dronabinol Additionally ,^^H application erroneously indicates 
that the substance i t seeks to import is a schedule HI controlled substance under National Drug Code 
7369. The product^^^H see ^ to import is not approved by the U.S. Food and Drug 
Administration, and therefore, is not a schedule EI controlled substance under National Drug Code 
7369, 

The following procedures axe available to you in this matter: 

1. Within 30 days after the date of receipt of this denial, you may file with the Administrator of 
DEA a written request for a hearing' in the form set forth in Section 131 6.47, Title 21 , 
Chapter 2, Code of Federal Regulations. (See 21 CFiL § 13 12.44(a)). 

2. Within 30 days after the date of receipt of this denial you may file with the Administrator a 
waiver of hearing together with a written statement regarding your position on the matters of 
fact and law involved. (See 21 Ci\R* § 1312.44(b)). 

3. Should you decline to file a request for a hearing or should you so file and fail to appear at 
the hearing, you shall be deemed to have waived the opportunity for a hearing and the 
Deputy Administrator of DEA may cancel such hearing, if scheduled, and enter her final 
order in this matter without a hearing and based upon the investigative file and the record of 
this proceeding as it may then appear. (See 21 C.F.R. §§ 1312.44(c) and 13 12.44(d)). 



£& • i* * •JL»"*» ' 
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Correspondence concerning this matter should be addressed to the Hearing Clerk, Office of 
Administrative Law Judges, Drug Enforcement Administration, Washington, D,C 20537, 





ph T\ Rannazzisi 
luty Assistant Administrator 
Office of Diversion Control 



JM. • Jrtt • i^«^«vJ 



